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The  enclosed  annual  progress  reports  constitute  documen¬ 
tation  of  the  continuing  review  of  approved  research  by 
the  WRAMC  Institutional  Review  Board  (Clinical  Investiga¬ 
tion  Committee  (CIC)  and  Human  Use  Committee  (HUC))  which 
is  required  by  federal  and  local  regulations. 

Requests  for  annual  progress  reports  are  sent  to  investi¬ 
gators  in  August,  and  the  reports  are  due  15  October.  When 
the  annual  progress  reports  are  received  by  Department  of 
Clinical  Investigation  (DCI)  ,  they  are  checked  for  accuracy 
by  our  DCI  editorial  staff  and  sent  to  an  institutional 
review  board  member  for  review.  This  reviewer  may  either 
recommend  approval  of  the  annual  progress  report,  request 
additional  information  from  the  investigator,  or  propose 
scrutiny  of  the  annual  progress  report  by  the  entire  board. 
The  process  of  acquiring  additional  information  from  in¬ 
vestigators  is  time-consuming  but  usually  results  in 
approval  of  most  annual  progress  reports,  leaving  few  for 
review  by  the  entire  committee.  All  annual  progress  reports 
in  the  current  report  have  been  approved  by  this  committee 
process  and  therefore  represent  the  culmination  of  the 
review  process  for  ongoing  research. 

The  progress  reports  for  Ft-82  utilize  our  adaptation  of 
the  recommended  HSC  format.  Each  investigator  is  specifi¬ 
cally  asked  whether  significant  unexpected  side  effects 
have  occurred  during  the  study,  thereby  assuring  that  the 
CIC  and  HUC  will  have  an  opportunity  to  assess  the  risks 
and  safety  of  human  use  prior  to  approving  the  continuation 
of  the  study  for  another  year. 

The  compilation  of  this  report  and  the  editorial  review  of 
over  500  annual  reports  could  not  have  been  accomplished 
without  the  perseverance,  patience,  and  proficiency  of 
Mrs.  Ethel  Ervin. 


DEPARTMENT  OF  CLINICAL  I‘i 'rESTI'1  A  HON 


FY-S2  saw  continued  growth  of  the  WR AMC  Clinical  Investigation 
Program.  Vie  added  170  new  protocols  to  the  37?  which  were 
ongoing  at  the  year's  start.  There  were  more  than  145  publica¬ 
tions  resulting  from  approved  Clinical  Investigation  projects. 
The  growth  in  the  number  of  approved  protocols  reflects  the 
improved  health  of  the  Army  Medical  Department  with  both  the 
number  and  quality  of  personnel  essential  for  clinical  research 
and  increased  efficiency  now  present  in  the  review  process. 
Under  policies  now  in  operation  at  OTSG  and  HSC,  protocols  not 
involving  an  investigational  drug  have  potential  for  having 
completed  the  review  process  within  30  days.  "Expedited  review" 
of  certain  low  risk  protocols  has  been  in  place  for  two  years  at 
WRAMC,  potentially  permitting  approval  to  be  granted  within 
weeks,  and  the  most  recent  improvement  in  the  protocol  review 
process,  was  the  delegation  of  approval  authority  from  OTSG  to 
HSC  for  drug-company  sponsored  investigational  drug  protocols, 
which  has  resulted  in  HSC's  approval  of  most  drug  company  spon¬ 
sored  drug  protocols  within  two  weeks  of  receipt.  Department  of 
Clinical  Investigation  (DCI),  WRAMC,  has  been  very  fortunate  to 
have  had  and  continue  to  have  outstanding  personnel  facilitating 
the  protocol  approval  process,  Iris  Hepburn,  and  more  recently 
Kanika  Brookins  and  Judi  Fisch. 

It  must  be  emphasized  that  this  annual  progress  report  not  only 
records  the  progress  during  FY-82,  but  documents  the  process  by 
which  each  ongoing  protocol  is  reviewed  at  least  annually,  by  the 
WRAMC  Clinical  Investigation  Committee  (CIC)  and  Human  Use  Com¬ 
mittee  (HUC),  our  institutional  review  board  (IRB),  as  required 
by  DHHS  and  FDA  regulations.  This  review  is  necessary  to  insure 
the  protection  of  human  subjects  involved  in  WRAMC  Clinical 
Investigation  projects. 

The  members  of  the  WRAMC  CIC  and  HUC  deserve  special  recognition 
for  their  selfless  devotion  of  time  to  the  review  and  approval  of 
other's  research  protocols.  Expedited  review,  counselling  ses¬ 
sions  with  investigators,  and  more  intensive  annual  review  of 
research  projects  have  created  additional  demands  upon  their 
time.  They  can  be  gratified  that  their  efforts  have  resulted  in 
a  quality  of  institutional  review  of  research  at  WRAMC  which  is 
unsurpassed . 

During  FY-82  progress  was  realized  in  multiple  areas.  The  Animal 
Research  Laboratory,  under  Fred  Coleman,  fully  supported  several 
research  protocols,  including  kennelling  and  microsurgery.  A 
cooperative  agreement  for  veterinary  support  of  the  laboratory 
with  WRAIR  was  ratified.  The  Vietnam  Head  Injury  Study  (VHIS) 
evaluated  approximately  200  more  subjects,  bringing  the  total  to 
about  300.  It  was  rewarding  that  the  health  status  of  many 
veterans  was  improved  as  a  consequence  of  their  participation  in 
the  study.  CPT  Patricia  Young's  Biochemistry  Lab  developed  state 


of  the  art  methodology  for  apolipoprotein  and  cholesterol  e^ter 
measurement.  MAJ  Ollie  S.  King's  computers  were  purchased, 
making  automation  of  protocol  and  supply  data  an  attainable 
dream.  Despite  an  ever  increasing  workload,  Hr.  Hack  Burton 
continued  to  keep  track  of  budget  and  supplies  unerringly.  Kyle 
Metaoolic  Unit  (KMU)  continued  its  tradition  of  high  productivity 
in  Endocrinology,  and  the  programs  in  Gastroenterology ,  Pulmo¬ 
nary,  Allergy,  Oncology,  Audiology,  and  Infectious  Disease 
received  national  recognition. 

During  FY-82,  DCI  supported  our  Army  mission  and  directives  by 
the  Chief  of  Staff.  Several  protocols  of  special  military 
interest  were  the  Carlisle  over  40  screen  of  patients  for 
Coronary  Artery  Disease,  which  compared  several  non-invasive 
modalities  for  assessing  Coronary  Artery  Disease,  and  a  study 
involving  behavioral  modification  techniques  directed  at  im¬ 
proving  fitness  in  the  Carlisle  War  College  population.  DCI  also 
made  arrangements  to  accommodate  the  Phase  II  Drug  antimalarial 
program  at  WRAMC,  which  should  more  optimally  protect  the  invol¬ 
ved  volunteers  and  provide  an  instructive  patient  population  for 
medical  residents  and  Infectious  Disease  Fellows.  DCI  staff 
members  also  made  individual  contributions  to  readiness.  LTC 
Boehm  attended  the  Red  Flag  Exercise,  CPT  Young  earned  the  Expert 
Field  Medical  Badge,  SFC  Moody  was  a  key  member  in  the  team  that 
planned  and  implemented  the  WRAMC  field  training  exercises.  DCI 

is  delighted  to  have  a  new  Assistant  Chief,  MAJ  (P)  Wayman  W. 
Cheatham,  who  brings  field  experience  to  the  assignment,  and  a 
biostatistician,  Mrs.  Judy  Evaul.  Due  to  the  availability  of 
these  personnel  and  LTC  Brian  G.  Schuster,  who  is  on  loan  from 
WRAIR  as  our  other  Assistant  Chief,  DCI  can  offer  outstanding 
consultative  expertise. 

The  future  of  DC  I  at  WRAMC  holds  challenges  and  excitements. 
There  is  currently  a  trend  to  entrust  the  protocol  review  process 
to  the  local  institutions,  both  within  the  federal  government  and 
the  Army,  and  we  at  WRAMC  must  continue  to  meet  that  challenge. 
The  program  has  grown  to  the  extent  that  present  resources  at 
WRAMC  are  no  longer  sufficient  for  all  our  needs  and  research 
aspirations.  Flexible  approaches  for  procurement  of  necessary 
personnel  will  need  to  be  developed,  as  well  as  innovative  ways 
for  obtaining  sources  for  funding.  At  year's  end  some  of  the 
unresolved  issues  with  potential  for  enhancing  support  included: 

1)  Feasibility  of  support  from  drug  companies  during  parti¬ 
cipation  in  drug  company  sponsored  studies. 

2)  Access  to  grant  funding  from  other  federal  agencies. 

3)  Feasibility  of  obtaining  personnel  support  from  outside 
to  assist  in  collaborative  studies. 
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1692  WRAMC  #8005,  Use  of  Sodium  Salt  of  Allopurinol  218 

to  Control  Hyperuricemia  in  Patients  with  No 
Therapeutic  Alternative  (Burroughs  Wellcome 

Protocol  No.  78-099).  (FY-80  I) 

1693  WRAMC  #8006,  Clottimazole  Prophylaxis  or  219 

Oral  Candidiasis.  (FY-80  1) 

1694  WRAMC  #8008,  Treatment  of  Oral  Candidiasis  220 

with  Clotimazole  Troches.  (FY-80  I) 

1695  WRAMC  #8007*  Clotrimazole  Treatment  of  Oral  221 

Candidiasis  in  Patients  Who  Fail  the 

Clotrimazole  Prophylaxis  Study.  (FY-80  I  ) 

1696  WRAMC  #8009,  Evaluation  of  Fertility  and  222 

Seyual  Function  in  Men  with  Non-Lymp- 

homatous  Malignancies,  Non-Malignant  Chronic 
Illness,  and  Normal  Health.  (FY-8I  F) 

1697  The  Extent  and  Mechamism  of  Hemolytic  223 

Anemia  in  Athletes  before  and  after  a 

Marathon  Run.  (FY-81  I) 
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drocannabinol  for  nausea  and  Vomiting 
Inducted  by  Antineoplastic  Chemotherapy. 

(FY-81  I) 

1600- 81  WRAMC  #8102,  Adjuvant  Chemotherapy  following  226 
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1601- 81  WRAMC  #8101,  Induction  Chemotherapy,  Surgery,  227 
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Carcinoma  of  the  Head  and  Neck.  (FY-81  I) 

1602- 81  WRAMC  #8202,  Regulation  of  Granulopoesi s .  228 

In  Vitro  Incorporation  of  l4c-Glucosamine 
in  Normal  Human  Bone  Marrow  Granulocytes  with 
Patient's  Sero  with  Primary  and  Secondary  Bone 
Marrow  Granulocyte,  Disorders.  (FY-81  I  ) 
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of  CBDCA  in  the  Treatment  of  Metastatic 
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Therapy.  (FY-82)  I 
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1707  Relationship  between  Respiratory  Control 

Mechanism  and  Nocturnal  Desaturation  in 
Diffuse  Plmonary  Fibrosis.  (FY-81  i) 
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vascular  Fibromas.  (FY-81)  F 
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Local  Immune  Response  to  Neisseria 

Gonorrhoeae  in  Humans.  (FY-77  I) 

256 

1908 

EvaluationRof  Sodium  Stibogluconate 
(Pentostam;  in  the  Treatment  of  Cutaneous 
Leishmaniasis.  (FY-78  I  ) 
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1915 
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2618  Intentional  Donor  Specific  Pretransplant 

Transfusion.  (FY-80  I  ) 

2620  Use  of  Steroids  for  Transplantation.  (FY-80  I) 
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(FY-82)  I 


Allergy  and  Clinical  Rheumatology  Service 

3144  Neurophysiologic,  Immunologic  and  Bio¬ 

chemical  Aspects  of  Bronchial  Astma.  (FY-77 D 

3146  Immunotherapy  Kit  Potency  Persistance.  (FY-77I) 
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(FY-80  F) 
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3180  Evaluation  of  the  Immediate  Hypersensitivity  414 

Reaction  in  Patients  with  Renal  Insufficiency 

(FY-82 )  I 

3181  Lymphoid  Responsiveness  to  Human  Interferon  in  415 

Systemic  Lupus  Erythematosis .  (FY-82)  PI 

3182  Silicone  Patch  Testing.  (FY-82)  F  416 

3183  Isolation  of  Acceptors  for  Acylation  by  C3  417 

during  Complement  Activation.  (FY-82) P  I 

3184R  Nifedipine  in  the  Treatment  of  Raynaud’s  419 

Disease  and  Scleroderma-associated  Raynaud's 
Syndrome.  (FY-82)  I 

3185  Urine  Histamine  Assay.  (FY-82)  I  420 

3186  In  Vivo  and  Invitro  Analysis  of  the  Large  421 

Local  Reaction  to  Hym^noptera  Venom.  (FY-82)  I 

3187  Development  of  an  ELISA  Assay  for  Antiheart  422 

Antibodies,  (FY-82)  I 
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422 
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(FY-82)  I 
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Efficacy,  Safety,  and  Tolerance  of 
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4113  Cooperative  Gynecologic  Oncology  Group.  428 

(FY-74  I  ) 

4116  The  Evaluation  of  Petal  Systolic  Time  Intervals  429 

and  Beat  interval  Variation  in  Fetal  heart 
Rate  as  Early  indicators  of  Fetal  Maturity 
and  Fetal  Distress.  (FY-75  I) 

4124  Fetal  Intensive  Care  Monitoring  in  a  Long-  430 
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Evolved  Heart  Rate  Response  an  Indicator  of 
Fetal  Well-Being.  (FY-76  I) 
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A 134  Treatment  of  Women  with  Cervical  Cancer 

Stage  IIB,  IIIB,  IVA  Confined  to  the  Pelvis 
and/or  Para-Aortic  Nodes  with  Radiotherapy 
Alone  Versus  Radiotherapy  Plus  Immunotherapy 
(Intravenous  C-Parvum)  (Phase  II). 

(FY-77  F)  P 

4139  A  Randomized  Comparison  of  Melphalan,  5- 
Fluorouracil  and  Megace  Versus  Adriamycin, 
Cytoxan,  5-Fluorouracil  and  Megace  in  the 
Treatment  of  Patients  with  Primary  Stage 
III,  Primary  Stage  IV,  Recurrent  or  Residual 
Endometrial  Carcinoma  (Phase  III). 

(FY-77  F) 

4140  A  Clinical-Pathologic  Study  of  Stage  I  and 
Stage  II  Carcinoma  of  the  Endonetrium. 

(FY-78  PI) 

4141  A  Randomized  Study  of  Adriamycin  as  an 
Adjuvant  after  Surgery  and  Radiation  Therapy 
in  Patients  with  High  Risk  Endometrail 
Carcinoma  Stage  I  and  Occult  Stage  II. 

(FY-78  I ) 

4142  A  Phase  II  Trail  ICRF  in  Patients  with 
Advanced  Pelvic  Malignancies.  (FY-78  PI) 

4143  A  Randomized  Comparison  of  Local  Excision  Versus 
Cryosurgery  in  Patients  with  Limited  Grade 

1,  2,  or  3  Cervical  Intraepithelial  Neoplasta 
(CIN).  (FY-78  F) 

4144  A  Randomized  Comparison  Versus  Cryo¬ 
surgery  in  Patients  with  Extensive  Grade  3 
Cervical  Intraepithelial  Neoplaiss  (CIN). 

(FY-78  F )  P 

4 145  A  Randomized  Comparison  of  Melphalan 
Versus  No  Treatment  in  the  Treatment  of 
Patients  with  Selected  Stage  IAi  to  IBi 
Ovarian  Cancer  (Well  and  Moderately  Different¬ 
iated).  (FY-78  I) 

4146  A  Randomized  Comparison  of  Melphalan  Versus 
Radioisotopes  in  the  Treatment  of  Patients 
with  No  Microsopic  Residual  Disease  Having 
All  Stages  IC  -,d  II  (A,B,  and  C  and 
Selected  Stage  LAii  and  IBii  Ovarian  Cancer 
(FY-78  I  ) 
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Valva.  (FY-79  I) 
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Groin  Nodes.  (FY-79  I) 
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4150  On-Line  Interpretation  of  Labor  Curve 
Abnormalities.  (FY-79  I  ) 
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4153  GOG  #26,  A  Phase  II  Trail  of  "Baker's 
Antifol"  in  Patients  with  Advanced 
Pelvic  Malignancies.  (FY-79  I  )  P 

4154  GOG  #7831,  A  Randomized  Comparison  of  Cis- 
Platinum,  50  mg/m  ,  IV,  Every 2Three  Weeks 
Versus  Cis-Platimun,  100  mg/m  ,  IV  Daily 
for  Five  Days  Every  Three  Weeks  Versus 
Cis-Platinum,  20  mg./m^,  IV,  Daily  for  Five 
Days  Every  Three  Weeks  in  the  Treatment  of 
Patients  with  Advanced  Carcinoma  of  the 
Cervix  (Phase  III).  (FY-79 F  )  P 

4155  GOG  #7863,  Evaluation  of  Adjuvant  Vin¬ 
cristine,  Dactinomycin,  and  Cyclophos¬ 
phamide  Therapy  in  Malignant  Germ  Cell 
Tumors  of  Ovary  after  Resection  of  All  Gross 
Tumor  (Phase  III).  (FY-79P  D 

4156  GOG  #7864,  Evaluation  of  Vinblastine, 
Bleomycin  and  Cis-Platinum  in  Stage  III  and 
IV  and  Recurrent  Malignant  Germ  Cell  Tumors 
of  the  Ovary  (Phase  III).  (FY-79PI) 
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A  159  GOG  it 42,  Treatment  of  Recurrent  or  Advanced 
Uterine  Sarcoma.  A  Randomized  Comparison  of 
Adriamycin  Versus  Adriaraycin  and 
Cyclophosphamide  (Phase  III).  (FY-79  F) 

4160  GOG  it 40,  A  Clinical  Pathologic  Study  of 
Stage  1  and  II  Uterine  Sarcomas.  (FY-79  I) 

4161  GOG  #7861,  Surgical  Staging  of  Ovarian 
Carcinoma.  (FY-79  I) 

4162  GOG  it 7862,  A  Randomize^  Comparision  of 
Melphalan  Versus  Intraperitoneal  Chromic 
Phosphate  in  the  Treatment  of  Women  with 
Stage  I  Exclusive  of  Stage  IAi,  GI,  and 
IBi  GI)  Epithelial  Carcinoma  of  the  Ovary 
(Phase  III).  (FY-79  I) 

4163  GOG# 2 6 ,  A  Phase  II  Trail  of  Cis-Platinum  (II) 

Diamminedichloride .  (FY-79  I) 

4165  GOG  #26-1,  A  Phase  II  Trail  of  AMSA  in 
Patients  with  Advanced  Pelvic  Malignancies. 

(FY-79  I  ) 

4160  GOG  #7841,  A  Clinical-Pathologic  Study 

of  Stage  I  and  II  Uterine  Sarcomas.  (FY-79  I  ) 

4166  COG  26J,  A  Phase  II  Trail  of  Yoshi  864  in 
Patients  with  Advanced  Pelvic  Melignancies 
(FY-79  I  ) 

4167  GOG  7961,  A  Phase  III  Radndomized  Study  of 
Adriamycin  Plus  Cyclophophamide  Versues 
Adriamycin  Plus  Cyclophosphamide  Plus 
Cis-Platinum  in  Patients  with  Advanced 
Ovarian  Adenocarcinoma.  Subopt imal  Stage 
III,  Stage  IV  and  Recurrent,  (FY-79PF  ) 

4171  GOG  it 48,  A  Study  of  Progestin  Therapy  in  a 
Randomized  Comparison  of  Adriamycin  Versus 
Adriamycin  Plus  Cyclophosphamide  in  Patients 
with  Advanced  Endometrial  Carcinoma  after 
Hormonal  Failure.  (FY-80  I) 
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4172  Efficacy  of  32%  Dextran  70  in  the  Prevention 

of  Adhesions  following  Tubal  Surgery.  (FY-80)  I 

4173  A  Prospective  Randomized  Study  of  Vaginal  and 

Abdominal  Delivery  of  the  Low  Birth  Weight 
Frank  Beech  Fetus.  (FY-80  ) 

4174  Transplantation  of  Female  Genital  Cancer  to 

Nude  Mice.  (FY-80  F) 

4175  Estrogen  Receptors  in  Human  Endometrium. 

(FY-80  F) 

4176  GOG  #49,  A  Surgical  Pathological  Study  of 
Women  with  Invasive  Carcinoma  of  the  Cervix 
Stage  IB  and  Randomly  Assigned  Radiation. 

(FY-80  I) 

4177  GOG  it 50,  A  Study  of  Adriamycin  as  Post 
operative  Therapy  for  Ovarian  Sarcoma,  Primary 
or  Recurrent,  with  No  Prior  Chemotherapy. 

A  Phase  III.  (FY-80  D 

4178  GOG  #55,  Hormonal  Contraception  and  Tropho¬ 
blastic  Sequelae  after  Hydatidiform  Mole, 

Phase  III.  (FY-80  i) 

4179  GOG  26-M,  A  Phase  II  Trial  of  PALA  in 
Patients  with  Advanced  Pelvic  Malignancies. 
(FY-81  I  ) 

4180  GOG  #26L,  Phase  II  Trial  of  Tamoxifen  in 
Patients  with  Advanced  Endometrial  Cancer. 

(FY-81  1 ) 

4181  GOG  // 52,  A  Phase  III  Randomized  Study  of 
Cyclophosphamide  Plus  Adriamycin  Plus 
Platinol  (CAP)  Versus  Cyclophosphamide 
Plus  Platinol  (CP)  in  Patients  with  Optimal 
Stage  III  Ovarian  Adenocarcinoma.  (FY-81  I) 

4182  GOG  #54,  The  Treatment  of  Women  with  Malignant 
Tumors  of  the  Ovarian  Stoma  with  Com¬ 
bination  Vincristine,  Dactinomycin,  and 
Cyclophosphamide,  Phase  III,  and  a  Phase  II 
Evaluation  of  Adriamcyin  in  Malignant  Tumors 
of  the  Ovarian  Stroma  Refractory  to  Primary 
Chemotherapy.  (FY-81  I  ) 
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4183  GOG  #56,  A  Ramdomized  Comparision  of 
Hydroxyurea  Versus  Misonidazole  as  an 
Adjunct  to  Radiation  Therapy  in  Patients 
with  Stages  IIB,  III,  and  IVA  Carcinoma  of 
the  Cervix  and  Negative  Para-Aortic  Nodes. 
(FY-81I) 

4185  Adjuvant  Chemotherapy  for  Cervical  Cancer 
with  Pava-Aortic  Lumph  Node  Disease  (FY-81  I  ) 

4186  GOG  #57,  A  Randomized  Comparison  of  Multiple 
Agent  Chemotherapy  with  Methotrexate, 
Actinomucin-D ,  and  Chlorambucil  Versus  the 
Modified  Bagshave  Protocol  in  the  Treatment 
of  "Poor  Prognosis"  Metaltatic  Gestational 
Trophoblasti  Disease,  Phase  III.  (FY-81  I) 

4187  GOG  # 26-N,  A  Phase  II  Trail  of  Dihy- 
dorxyanthracenedione  (DHAD)  in  Patients 
with  Advanced  Pelvic  Malignancies.  (FY-81  I  ) 

4188  GOG  #58,  A  Study  of  Cytoplasmic  Progesterone 
and  Estradiol  Receptors  as  Markers  of 
Progestin  Endometrial  Ademcarcinoma.  (FY-81  I) 

4189  GOG  ft 53,  A  Randomized  Double  Blind  Clinical 
Trail  Evaluating  Choe s t y ramirHrophylaxis 
for  Radiation  Induced  Diarrhea  (Phase  11), 

(FY-81  F) 

4190  GOG  #60,  A  Phase  II  Randomized  Study  of 
Doxorubin  plus  Cisplatin  Versus  Doxo¬ 
rubicin  plus  Cyclophosphamide  plus  Cisplatin 
plus  BCG  in  Patients  with  Advanced  Subotimal 
Ovarian  Adenocarcinoma.  (FY-81  I) 

4191  The  Relationship  between  Ovarian  Steroido¬ 
genic  Enzyme  Activities  and  Ovulation.  (FY-81)  I 

4192  GOG  #59,  A  Randomized  Comparison  of  Extended 
Field  Radiation  Therapy  and  Hydroxyurea 
Followed  by  Cisplatin  ct  No  Further  Therapy 
in  Patients  with  Cervical  Squamous  Cell 
Metastatic  to  High  Common  Iliac  and/or  Para- 
Aortic  Lymph  Nodes.  (FY-81)  I 
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4193  GOG  # 61,  Phase  III  Randomized  Study  of 
Cisplatin  plus  Cyclophosphamide  versus 
Hexamcthylmlamine  after  Second-Look 
Surgery  in  Nommeasurable  Stage  III  Ovarian 
Adenocarcinoma  Partially  Responsive  to 
Previous  Regimens  containing  Cisplatinum 
and  Cyclophosphamide.  (FY-81)  I 

4194  GOG  #26-0,  Phase  II  Trail  of  Aziridinyl- 
benzoquinone  (AZQ)  in  Patients  with  Advanced 
Pelvic  Malignancies.  (FY-82)  I 

4195  Determination  of  the  Effect  of  Oral  Cont¬ 
raceptives  and  of  Pregnancy  on  the  Levels 
of  Antithrombin  III,  X2-Antiplasrain, 

Plasminogen  and  Plasminogen  Activator  (FY-82) 

4196  Cl inicalPathologic  Study  of  Stages  II-B 

III,  and  IV-A  Carcinoma  of  the  Cervix  GOG  63 
(FY-82) 

4197  GOG  #64,  A  Randomized  Comparison  of  Rapid 
Versus  Prolonged  (24  hour)  Infusion  of  Cis- 
Platinum  in  Therapy  of  Squamous  Cell  Carcinoma 
of  the  Cervix  (Phase  III).  I 

4198  Phase  II  Trail  of  Vindesine  for  Recurrent 
Cervical  Carcinoma.  (FY-83) F 

4199  GOG  #66,  Ultrastructural  Staging  and  Ther¬ 
apeutic  Considerations  in  Small  Cell  Carcinoma 
of  the  Cervix.  (FY-83  I) 

4200  Plasma  Prostagland  in  F  Levels  in  Patients 
with  Invasive  and  Preinvasive  Genital  Cancer. 
(FY-83  I) 
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4514  Clinical  Evaluation  of  Indium-DTPA.  (FY-75F  ) 

4522  Determination  in  Humans  of  the  Effective 
Half-Life  of  Botulism,  Immune  Plasma 
(Human)  Administered  Intravenously.  (FY-80  ) 

4523  Determination  of  Glomerular  Filtration  Rate 
Using  Radiotracer  Techniques.  (FY-80  F) 
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4524 

Technetium  99m  HIDAR  (N-2,  6-Dime thylphenyl 
Carbamoylmethyl  Iminodiacetic  Acid)  for 
Hepathobiliary  Scintigraphy  .  (FY-80  F  ) 
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Iodmethylnorchlesterol  for  Adrenal 

Evaluation  and  Imaging.  (FY-81  I) 
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Acid)  for  Renal  Scintigraphy.  (FY-81  ) 

4527 
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Radiation  Therapy  Service 

4601  Participation  in  the  National  Cooperative  489 

Study  of  Early  Hodgkin's  Disease.  (FY-69  I)  P 
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4703 

Pharyngeal 

Swallow:  Prospective  Incidence 

490 

of  Disease, 

,  (FY-81)  I 
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Ultrasound 

Scrotal  Scanning.  (FY-82)  F 
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602 1A  Gonadotropin  Response  to  LHRH  in  Children 
and  Adolescents.  (FY-82)  I 

6025  Role  of  Surface  Tension  Measurement  of 
Amniotic  Fluid  Lipid  Extract  in  Prediction  of 
RDS  in  the  Newborn  (FY-78  I) 

6026  Tracheal  Aspirate  Surface  Tension  as  a 
Prognostic  Indicator  in  Infants  with 
Respiratory  Distress  Syndrome  (RDS). 

(FY-78  I  ) 

6030  Studies  of  Adult  and  Newborn  Neutrophils 
under  Agarose.  (FY-80  F) 

6032  Effect  of  Nasogastric  Feeding  Tubes  on 
Oxygenation.  (FY-80  I) 

6034  The  Effectiveness  of  oral  Decongestant 
and  Decongestant  Antihistamine  Mixtures 
in  the  Treatment  and  Prevention  of  Otitis 
Media  and  Secretory  Otitis  Media.  (FY-80  D 

6035  Does  Group  B  Streptococcal  Extract  cause 
Neutrophil  Aggregat  ion  and  Chemotaxis  in 
Adults.  (FY-82)  I 

6036  Effects  of  Lactoferrin  on  Aggregation  and 
Chemotaxis  of  Newborn  Neutrophils.  (FY-82)  I 

6037  Effect  of  Dietary  Modification  on  Weight  Change 
in  Obese  Children  with  Different  Insulin 
Response  to  Clucose  and  Leucine  Challenges 
(FY-82)  I 

6101  SW0G  #7834,  Second  Induction  and  Maintenance 
in  Acute  Lymphocytic  Leukemia,  Phase  III. 

(FY-79  I) 

6103  SW0.£#7919,  Evaluation  of  m-AMSA  in  Children 
with  Acute  Leukemia  and  Non  Hodgkin's 
Lymphoma  in  Relapse.  Phase  II.  (FY-79  I  ) 

6104  SWOG  #7818,  Evaluation  of  Rubidazone  in 
Children  with  Acute  Lymphoblastic  Leukemia 
and  Acute  Myelogenous  Leukemia.  (FY-79)  I 
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6107  SWOG # 7 8 1 0  Evaluation  of  Anguidine  in  506 

Children  with  Acute  Lymphoblastic  and  Non- 
Lymphoblastic  Leukemia  in  Relapse,  Phase  II. 

(FY-79  F) 


6108  SMOG  it 762 1 ,  MOPP  Versus  OPP  in  the  Treatment  507 

of  Children  with  Recurrent  Brain  Tumors, 

Phase  III.  (FY-73  F)  P 

6111  SWOG  #7812,  Evaluation  of  Anguidine  in  the  508 

Treatment  of  Central  Nervous  System  Tumors, 

Phase  II  (FY-79  I  )  j 

6112  SWOG  #7843,  Evaluation  of  Rubidazone  in  the  509 

Treatment  of  Children  with  Solid  Tumors. 

(FY-79  F)  I 

6115  SWOG  #7376,  Evaluation  of  the  Natural  History  510 

of  Histiocytosis  X.  (FY-79  I  )  P 

6116  SWOG  it 7612,  MOPP  Plus  Bleo  and  A-COP  with  511 

IF  Radiation  Therapy  in  Stage  III  Hodgkin's 

Disease  in  Children.  (FY-79  I) 

6117  SWOG  #7712,  Comparison  of  Treatment  Regimens  512 

of  the  First  CNS  Relapse  in  Children  with 

Acute  Lymphocytic  Leukemia.  (FY-97  I) 

6118  SWOG  it 7905,  A-COP  Plus  for  Non-Hodgkin's  513 

Lymphoma  in  Children.  (FY-79  I) 

6119  SWOG  #7796,  Adjuvant  Chemotherapy  for  514 

Localized  Unilateral  Re  t  i  nob  las  t  om 

Ellsworth  Group  5,  Phase  III.  (FY-79  I  ) 

6120  SWOG  it 7837,  Evaluation  of  Systemic  Therapy  515 

for  Children  with  T  Cell  Acute  Lym  phatic 

Leukemia.  (FY-79  I  )  P 


6121  SWOG  it 7799,  Rare  Tumor  Register  .  (FY-79  I  ) 

SWOG  it  7829  ,  A  Comparison  of  Two  Dose 
Regimens  of  Intrathecal  Methotrexate 
for  Treatment  of  CNS  Leukemia,  Phase 
II.  (FY-79  F) 
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6123  SWOG  #7623,  Evaluation  of  Systemic  Regimens  518 

in  the  Treatment  of  Acute  Leukemia  of  Childhood. 


Phase  III. 

(FI -79  1  / 

6124 

SWOG  #8000, 

The  National  Wilms  Tumor  Study. 

519 

3  (FY-79  I) 
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SWOG  #7909, 

Evaluation  of  MOPP  Adjuvant 

520 

Chemotherapy  in  the  Treatment  of  Localized 
Medulloblastoma  and  Ependymoma,  Phase  III. 
(FY-79 I  ) 


6126  SWOG  #7994,  Therapy  for  Extraocular  Retino-  521 

blastoma  with  Cyclophosphamide,  Vincristine, 

Adriamycin  and  Irradiation.  (FY-79  I) 

6128  SWOG  7901,  Resuce  Therapy  for  Non-CNS  Extra-  522 

Medullary  Disease  in  Children  with  Acute 
Lymphoblastic  Leukemia,  Phase  III.  (FY-79  ) 

6130  SWOG  # 8002,  Combination  Chemotherapy  with  523 

Adriamycin,  CisDiamminedichloroplatinum, 

Vincristine  and  Cytoxan  in  Children  with 
Mesastatic  Neuroblastoma.  Stage  IV. 

(FY-80  F) 

6131  SWOG  #8075,  Circulating  Immune  Complexes  324 

in  Pediatric  Maligenancies.  (FY-80  I) 

6132  SWOG  #8016,  PCNU  in  Recurrent  Childhood  525 

Medulloblastoma  and  Ependymona,  Phase  II. 

(FY-81  F) 

6133  SWOG  8018,  Evaluation  of  m-AMSA  in  Children  526 
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UNIT  SUMMARY  SHEET 


1 .  Mission  Changes: 

a.  The  Vietnam  Head  Injury  Study  was  fully  staffed  and  implemented: 

278  patients  were  5*valuated  during  FY-82.  Support  from  the  57th  Aeromedial 
Evacuation  Squadron,  Scott  AFB,  ILL.  and  the  American  Red  Cross  in  the 
transportation  of  these  patients  to  and  from  their  homes  for  the  study  has 
been  excellent. 

b.  Additional  laboratory  space  in  the  basement  of  building  7  was 
obtained  to  support  expanded  requirements  of  the  Animal  Procedures,  Kyle 
Metabolic,  and  Organ  Transplant  laboratories.  Two  additional  "Bio-Clean" 
containment  units  were  obtained  for  the  Animal  Procedures  Laboratory  which 
now  boards  approximately  50  small  animals. 

c.  The  recently  completed  manpower  survey  has  recognized  the  increased 
need  for  personnel  to  support  WRAMC  sponsored  research.  Much  of  this  was 
documented  from  the  work  done  by  the  investigators  during  their  off-duty  hours. 

2.  Personnel  Actions,  Current  Strength 

a.  Personnel  hired  on  temporary  appointment  and  term  appointment  to  support 
WRAMC  research  projects. 

Alston  Stephanie  GS  CK  0699  Temporary 

Anderson  Jeffrey  GS  09  0644  Temporary 

Youm  Youngil  GS  12  0858  4  yr  Term 

b.  Personnel  hired  on  a  4  year  term  appointment  and  paid  by  Grant  funds  from 
V.S.  to  support  the  Vietnam  Head  Injury  Study. 


Brown  Herbert 

GS 

11 

Fair  Christine 

GS 

11 

Parker  Yvonne 

GS 

05 

Rohland  Anne  Marie 

GS 

06 

Rosenberg  Jennette 

GS 

11 

Spencer  Elmer 

GS 

08 

Spizler  Judy 

GS 

09 

Vinkenes  Mark 

GS 

09 

Zirk  Deborah 

GS 

09 

c.  Personnel  hired  for  a  4  year  term  appointment  are  paid  for  by  Grant  funds 
from  NIH  to  support  the  Hematology-Oncology  research  studies. 


Bailey  Carolyn 

GS 

Brooks  Frances 

GS 

Harris  Carolyn 

GS 

d.  Current  Manpower 

Description 

C,  Dept  of 

Clin  Invest 

05 

61F9C 

09 

05 

05 


Br 

Actual 

MC 

l 

Boehm 

C,  Dept  of 
Clin  Invest 


5 


6 


d.  Current  Manpower,  Con’t 


Description 

Grade 

Mos 

Asst  C,  Dept  of 
Clin  Invest 

04 

61F9B 

Asst  C,  Dept  of 
Clin  Invest 

05 

61F9B 

Lab  Officer 
(Admin) 

04 

68F9D 

Biochemist 

03 

68C00 

Dietitian 

03 

3420 

Med  Lab  NCO 

E7 

92B 

Med  Lab  SP 

E7 

92B 

Med  Lab  SP 

E4 

92B 

Science  &  Eng 

E6 

01H30 

Supv  Resch 

14 

1320 

Chemist 

Microbiologist 

12 

0403 

Microbiologist 

12 

0403 

Admin  Officer 

11 

0341 

Physiologist 

11 

0413 

Physiologist 

Bio  Lab  Tech 

09 

0404 

Med  Tech 

09 

0644 

Chemist 

11 

1320 

Chemist 

09 

1320 

Med  Tech 

09 

0645 

Bio  Lab  Tech 

09 

0404 

Med  Tech 

07 

0644 

^Individual  is  actually  assigned  to  WRAIR 


Br 

Actual 

Name 

MC 

1 

Cheatham 

MC 

1 

Schuster* 

MSC 

1 

King 

MSC 

1 

Young 

AMS 

1 

Carlson 

AMED 

Moody 

AMED 

1 

Hayes 

AMED 

1 

MacDonald 

1 

Shelton 

GS 

1 

Bruton 

GS 

1 

Dobek 

GS 

1 

Ciak 

GS 

1 

Burton 

GS 

1 

Lukes 

GS 

2 

Dickson 

Butler 

GS 

2 

Armstrong 

Burgess 

GS 

2 

Dawson 

Rice 

GS 

1 

Maydonovitch 

GS 

1 

Barnes 

GS 

1 

Coleman 

GS 

2 

Vacant 

Brown 

d.  Current  Manpower,  Con' t 


Description 

Grade 

Mos 

Secy,  Steno 

07 

0318 

Edit  Asst 

07 

1087 

Supply  Tech 

06 

2005 

Clk,  DMT 

05 

0316 

Edit  Asst 

06 

1087 

Bio  Lab  Tech 

05 

0404 

Clerk-Typist 

04 

0322 

3.  Investigation  Program 

Summary 

Number  of  Active  Protocols 
Number  of  Completed  Protocols 


Br 

Actual 

Name 

GS 

1 

Ervin 

GS 

1 

Vacant 

GS 

1 

Las  ter 

GS 

1 

McAnnally 

GS 

1 

Coleman 

GS 

1 

Martin 

GS 

1 

Brookins 

417 

125 

4.  Incentive 


The  Bailey  K.  Ashford  Award,  presented  annually  to  the  house  staff  member  at 
WRAMC  whose  research  project  was  voted  the  roost  outstanding  contribution  to  clinical 
investigation,  was  given  to  David  J,  Perry,  MAJ  MC,  for  his  research  in  the  area  of 
head  and  neck  cancer. 


5.  Funding  FY-82 

Civilian  Personnel 

Civilian  Personnel  (Reimbursable  Grants) 

Military  Personnel 

Travel 

Contracts 

Supplies 

MEDCASE 

Total 


$  723,000 

198,000 
363,831.41 
27,400.00 
290,000.00 
645,000.00 
331,396.97 
$  2^78,628.38 


Date:  29  NOV  82 1  Dj;t  f,-3. :  ^  _ 

Sr,v>fi:.U  Date:  January  1980  Date  «■  Cw ;  ru-.r.  1982 


Sr/.nijs:  lur^i:  :y _ Fc: 


Key  '^pjs:  Primary  thranbocytosisr  Hydroxyurea _ _ _ 

Title  CF  Pmject:  PVSG  Protoaol-12:  "Efficacy  trial  using  hydroxyurea  (HU) 
in  the  treatment  of  primary  thrartoocytosis. " 


Pntr.c;?AL  IwnsngiTca^s): 


Daniel  B.  Kimball,  Jr., 


COL.MC. 


Associate  InveSTiGArm(s):  Staff  and  Fellows  of  Hematology /Oncology  Ser/ioe 


Facility:  V.WZ 

DfPr/Svc:  DeDartment  of  Medicine 

Qcazujtfiv?.  rcCCASt  Ccsr; 

Accusaaiivc  CciJr.TAtr  Coir: 

/iCCUl'JLATIVi  Supply  COST: 

FY-85  KECCASS:  Contract  Cost:  Supply  Cost: 

Date  o?  Cc.'iirrEE  Apppova i.  Or 

toa6«  FEB-MHSse 

- - - - 1- 

StqQy  Objective:  Tto  study  the  usefulness  of  hydroxyurea  (Hu)  as  ’a  hdn- 


alkylating  chemotherapeutic  agent  for  the  treatment  of 

- primary  thrartooevtosi  s  - - _______ 

TECH.  I ;  CAL  te??.0X:n : 


No  changes  were  rade  in  the  study  design  during  the  past 


_ _ — year.* _ _ _ _ _ 

Prey.-ss  C-.ja  i  no  FY-S2:  At  the  November  13th  meeting  of  the  PVSG  this  study  was 
closed  to  further  patient  accrual.  No  new  data  will  be  forthcoming  until 
the  minutes  of  that  meeting  are  published.  No  WRAMC  patients  were  entered. 


flu.3E;i  Or  SJ3JECTS  SiUOIEO: 

FY-82:  NONE  Total  (to  date): 


Before  Cchpletio.n'  o.-  Srutr : 


NONE 


Ser i oy 3 Al'iEXj’cCTcO  Sics  Effects  iri  Subjects  PA?.*iciPAnno  in  P.r:j*cr(!F  i  a-i  so  stat-) ■ 
NONE 


Co.'!r!  USIOiTS:  _ 

* -  Hydroxyurea  (HU)  appears  to  be  a  useful  agent  in  the  prompt  and 

continuous  control  of  high  platelet  counts  in  primary  thrombocytosis  without 
significant  toxicity.  Leukemogenic  potential  remains  unknown  ard  will  require 
continued  follcwup  of  the  patients  now  on  study.  Based  on  other  data  the 
leukemogenic  potential  for  this  drug  is  felt  to  be  less  than  that  of  available 
flkylat-inn  arronts  used  to  control  This  disease. _ _ _ 

Pua-iCAm'is  a?  Abstracts.  FY-S2: 


NONE 
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Date:  15  Dec  82}  foy  Unit  No.:  1007 


Status:  Interim  X  Fikal 


Start i.\s  Date:  1  Nov  80 


Date  cf  Completion:  1  Nov  83  (estimated ) 


Key  \kxo s:  Subunit  combination,  hormone  action,  human  chorionic  gonadotrop in 


Title  cf  Project: 


The  Role  of  Carbohydrate  Moieties  in  the  Combining  Properties 
of  the  Subunits  of  Human  Chorionic  Gonadotropin 


MAJ  Henry  G.  Fein,  LTC  Robert  Smallridge, 
Principal  Iwesticator(s):  cql  Richard  r _ n-imnnH _ 


Associate  Investigators)  : 


Facility:  NRAv C 

Dept/Svc:  Deot 

of  Medicine/General  Medicine  Svc 

Accumulative  FEOCASE  Cost: 
7920 

Accumulative  Contract  Cost: 
200 

Accumulative  Supply  Cost: 
26,572 

FY-83  FECCASE:  Contract  Cost:  Supply  Cost:  i 

0  _ 200  _ 10 .000 

|  Date  of  Committee  Approval  Of 
|  Annual  Progress  Report  ffr  2fi  wa? 

1 

L  ...  . 

Study  Object ive:  to  determine  if  the  carbohydrate  portions  of  the  hCG  molecule 
determine  the  ability  of  the  subunits  to  combine  to  form  the  biologically  active 

hormone . _ _ _ _ _ 

technical  Approach:  During  FY82  we  made  further  significant  strides  in  studying  the 
role  of  carbohydrate  in  the  tvo  systems  we  have  been  studying: 


1.  In  association  wit 
Progress  Curing  FY-82: 


Drs.  Lawrence  Cole  and  Robert  Hussa  at  the  Medical  College 
. . . . . - . -  (cont.) 


1.  We  demonstrated  that  DcT  and  CasKi  cells  do,  in  fact,  produce  hCG  beta 

_ mnip.tiP.il  that  retain  biological  activity,  in  the  sense  that  they  are  abl^ctot  ) 

Hu'Oeft  op  Subjects  Studied: 


FY-82:  0  Total  (to  date)j _ 0  Before  Completion  of  Study:  None 

Serious/Uhexpected  Side  Effects  in  Subjects  Participating  in  PrcjectCif  moms  so  state):  None 


Conclusions: 

See  PROGRESS  DURING  FY-82 


Publications  os  Abstracts.  FY-82: 
None. 
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WORK  UNIT  NO.:  1007 


TECHNICAL  APPROACH: 

of  Wisconsin,  we  have  continued  to  examine  the  combining  properties  of 
various  forms  of  affinity-purified  hCG  beta  produced  ectopically  by 
the  DoT  and  CasKi  lines  of  human  cervical  carcinoma  cells.  We  have 
examined  the  hCG  so  produced  by  specific  radioimmunoassay  and  a  rat 
testis  radioreceptor  assay. 

2.  We  have  continued  our  studies  of  the  combining  properties  of  standard 
hCG  subunits  before  and  after  treatment  with  mixed  exoglycosidases  which 
putitively  removed  greater  than  80%  of  the  carbohydrate  from  these 
glycoproteins.  We  have  extended  these  studies  and  have  done  multiple 
control  experiments  to  try  to  rule  out  the  presence  of  contaminating 
species  that  might  inhibit  combination. 

PROGRESS  DURING  FY-82: 


combine  with  standard  hCG  alpha  to  produce  hCG  molecules  that  are  active 
in  both  radioimmunoassay  and  radioreceptor  assay  systems.  Shortly  before 
we  were  to  publish  these  results,  Hussa  and  co-workers  demonstrated  a 
rather  remarkable  finding.  Further  purification  by  ion  exchange  and 
affinity  chromatography  demonstrates  that  ectopic  hCG-beta  can  be 
distinguished  into  two  forms.  One  was  indistinguishable  from  standard 
hCG-beta  while  the  other,  although  larger  on  gel  chromatography,  lacked 
the  characteristic  COOH-terminal  peptide  (CTP) .  This  was  shown  by  the 
failure  of  antisera  specific  for  determinance  on  the  CTP  to  recognize 
this  molecule  and  by  the  apparent  absence  of  the  0-linked  oligosaccharides 
and  thermo lysin  cleavage  site  normally  found  in  this  region.  (Cole, 

Birken,  Sutphen,  Hussa  and  Pattillo:  Endocrinology  110:  2198-2200,  1982) 
We,  therefore,  have  begun  the  large  scale  production  by  these  cells  of 
ectopic  hCG  beta  in  hopes  to  purify  large  (200-300  ug)  amounts  of  each  form 
of  hCG-beta  to  study  both  the  combining  properties  as  well  as  the  chemistry 
of  these  forms.  Furthermore,  once  the  cells  are  harvested,  they  will  be 
sent  to  Dr.  Irving  Boime  (Washington  University,  St.  Louis)  for  eventual 
studies  of  the  genome  of  these  cells. 

2.  Although  we  have  been  able  to  demonstrate  that  deglycosylation  of  the  hCG 
subunits  greatly  inhibits  the  ability  of  the  subunits  to  combine  with  the 
opposite  fully  glycosylated  subunit  using  two  entirely  different  sets  of 
exoglycosidases,  we  have  had  difficulty  demonstrating  that  control  experi¬ 
ments  (in  which  the  hCG  subunits  were  similarly  handled  but  were  not 
deglycosylated  )  did  not  result  in  similar  inhibition  of  combination. 
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Date:  15  Dec  82}  tog;  Chit  Ha.:  1008 


Status:  titT£?;i h  X  Fira 


Sta^t i:as  Date:  1  Novao 


Date  gf  CqvleTIO:i:  1  Nov  83  (estimated) 


Key  ’>I05BS:  Thyroid  hormone  action,  Nuclear  receptors.  Fibroblasts 


TtTLE  CF  PROJECT:  Mechanisms  of  Thyroid  Hormone  Resistance 


PRINCIPAL  InVCSTIOATOaCs): 


MAJ  Henry  Fein,  LTC  Robert  C.  Smallridge,  COL  Richard  C.  Dimond 


ASSOC IATE  lf!VESTrGATOa(S>: 


Facility:  ViRflE 


Accumulative  i-SCCASS  Cost: 


2223 L 


H 


Oept/Svc:  Dept  of  Miedicine/General  Medicine  Service 


Accumulative  Contract  Cost: 

_ _ 0 


FY-85  fSCCASE:  Contract  Cost:  Supply  Cost: 
0  0  10,000 


Accumulative  Supply  Cost: 
31,910 


Date  of  CcvRirree  Approval  Of 
Annual  Process  Report  FEB  g  g  m 


Stjoy  03JSCTIVE:  To  determine  the  specific  abnormalities  associated!  wftfiTthyroid 

hormone  resistance  in  patients  with  inappropriate  secretion  of  thyrotropin  (TSH) 


TECHNICAL  A°PROACh:  During  FY-82  we  completed  studies  of  nuclear  thyroid  hormone 
receptors  and  fibroblasts  taken  from  the  skin  of  normal  patients  and  patients  with 
thyroid  hormone  resistance.  We  also  conducted  extensive  studies  of  thyroid  horm^ne^ 


Progress  Puri no  FY-82: 

We  demonstrated  that  there  are  no  significant  abnormalities  in  nuclear  receptor 
number  os  affinity  when  whole  cells  are  studied  for  triiodothyronine  binding ,  (cont . ) 
fcraca  of  Subjects  Studied: 


FY-82: 


Total  (to  date) : 


Before  Completion  of  Study:  10 


Sep.tous/UrtSxPcCTEo  Sice  Effects  hi  Subjects  Participates  in  ProjectUf  ions  so  state): 

None.  (Fibroblasts  were  .harvested  from  a  number  of  otherwise  discarded  foreskin 
samples  obtained  after  r  1  rnanialnn  by  t-ha  nUafafrlra  ^ _ _ 


Conclusions: 

SEE  PROGRESS  DURING  FY-82. 


Publications  or  Abstracts.  FY-82: 

Publication: 

Eil,  C,  Fein  HG,  Smith  TJ,  et  al,  Nuclear  binding  of  I  triiodothyronine  in 
dispersed  cultured  skin  fibroblasts  from  patients  with  resistance  to  thyroid 
•  hormone.  J  Clin  Endocrinol  Metab  1982;  55:  502-510. 

Publications  and  Abstracts  FY-82  Worked  on  in  Collaberative  Study  Performed  at. 
Kimbrough  Army  Hospital,  Ft.  Meade,  MD,  under  an  HSC-Approved  Clinical  Investigation 
Protocol : 

Fits  JD,  Sperling  EM,  Fein  HG,  Long-term  treatment  of  obese  diabetics  with  semi¬ 
starvation  diet.  Slide  presentation  at  the  3rd  Annual  Meeting  of  the  Society 
of  Military  Endocrinologists,  San  Francisco,  CA,  June,  1982. 


WORK  UNIT  NO.:  1008 


TECHNICAL  APPROACH: 


action  in  cultured  fibroblasts  from  normal  patients  exposed  to  normal  and 
reduced  concentrations  of  thyroid  hormone  in  the  medium. 


PROGRESS  DURING  FY-82: 


comparing  normals  to  patients  with  thyroid  hormone  resistance.  In  studies  of 
specific  binding  of  radio-labeled  thyroxine  to  nuclear  receptors,  we  determined 
that  that  this  species  was  most  likely  triiodothyronine  converted  intra¬ 
cellular  ly  and  not  direct  binding  of  thyroxine.  We  attemted  to  demonstrate 
specific  abnormalities  of  glucose  utilization,  lactate  formation,  2-deoxyglucose 
uptake  and  uridin  incorporation  into  whole  cells  and  cell  protein  in  fibro¬ 
blasts  obtained  from  normal  subjects  exposed  to  normal  and  to  reduced  levels 
of  thyroid  hormone.  In  three  sets  of  experiments  in  our  laboratory  and  another 
set  of  experiments  con. "  .ted  at  the  National  Naval  Medical  Center  by 
Dr.  Judy  Fradkin,  we  were  unable  to  demonstrate  any  decrease  in  metabolic 
function  in  cells  grown  in  thyroid  hormone  depleted  medium.  We  are,  therefore, 
embarking  on  two  other  lines  of  investigation.  First,  we  will  study  a  membrane 
phenomenon,  the  presence  of  beta  adrenergic  receptors  (both  number  and  affinity 
by  Schatchard  analysis)  and  Malic  enzyme  activity  in  fibroblasts  grown  in 
medium  containing  excess  and  deficient  amounts  of  thyroid  hormone. 
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Date:  1/19/83 

\liX9 c  Evit  Co.  : 

1009 

_J 

1  Status: 

I  uteri:-)  F  i :  :al  X 

Starting  Date: 

5  February 

198  2  Date 

Or  1 

Co-pl  et  i  c: 

i:  31  December  1982 

Keywords:  Urinary  Tract 

Infection . 

Role  of 

ultrasound  &  CT  Scannin 

Title  cr  Project.  severe  urinary  TRact  infection,  the  role  of 

ULTRASOUND  AND  COMPUTERIZED  TOMOGRAPHY. 

g 


Principal  InvestigatorCs): 


Carl  June 


Associate  I^-esticatc«(s): 


Leonard  M.  Checchio 


Facility:  VRAv.C 

Dept/S'/C  :  M  e  d  i  c  i  n 

e 

Accutwlativc  rEDCASS  Cost: 

Accumulative  Contract  Cost: 

ACCUMULATIVE  SjPPLY  COST; 

FY-83  i'SDCASE:  Contract  Cost:  Supply  Cost: 

Date  o?  Committee  Approval  Of 

Annual  Progress  Report  rra  «  a 

- “ — —  - :  - — z - r— r: - r; — ~ 

L . 

Define  role  of  CT  and  ultrasound  in  management  of 


urinary  tract  infection. 


technical  Approach: 

Ultrasound  and  cat  scan  performed  on  patients  admitted 
with  severe  urinary  tract  infection. 


Progress  During  FY-82:  .  ..... 

- -  Only  two  patients  fit  criteria  and  were  entered 

in  the  study  from  WRAMC. 
fiUM3ea  Or  SJ3J3CTS  Studied: 

FY-82j _ ^  Total  (to  pats)  :  ^  P  c  3  a  c  Cosn-ETio.-:  of  Study:  2 


ScP.tOUS/U'lEXPECTEO  SlCE  EFFECTS  jri  Su3JHCTS  PARTICIPATING  irt  PROJECT ( 1=  fiOJis  SO  STATS): 

NONE 

Co?.’CLU3fOM5:  ’  "  ' 

These  two  patients  will  be  added  to  the  pool  of  subjects 
at  Bethesda,  Findings  are  now  being  processed. 


Publications  or  Abstracts.  FY-S2: 


NONE 


Date:  1  Dec  82  1  fay  1010 


Status:  lurcnm  x _ Fithl 


Startup  Date:  l  Aug  82 


Pats  of  Cqvietip:i:  30  July  85  (estimated) 


.  Ksy  Ibsas;  Thyroiditis,  goiter,  hypothyroidism,  HLA  typing  _ 

Title  CF  Project:  Longitudinal  Studies  of  Postpartum  Lymphocytic  Thyroiditis 


PRINCIPAL  rwESTtOATca's):  Henry  G.  Fein.  MAJ  MC  and  Thomas  A.  Klein  COL  MC 
Associate  If!VESTreAToa(s):  Kristen  Raines  CPT  MC 


Facility:  VRA’E 

Dept/Svc:  Dept,  of  Medicine/General  Medicine  Svc; 

Accumulative  KEDCASE  Cost: 

_ Q _ 

Accumulative  Contract  Cost: 

0 

X-  U  ?. Xft'i  j  *-  Te-r-r  z *  »• 

1' 

FY-85  F2ECCASE:  Contract  Cost:  Supply  Cost: 

_ 0  _ 0 _  -  $500 

Date  of  Ccm'iutee  Approval  Of 

Annual  Process  Report  _^p  2ft  1Qe9 

- - 

Stuqy  OBJECTIVE:  -jo  determine  the  incidents  of  postpartum  lymphocytic  thyroiditis 
in  an  unselected  population  and  to  determine  appropriate  means  for  screening  for 

Chid  disorder,- - - - - — : . . 

TECHNICAL  Approach:  During  fiscal  year  1982  we  began  this  study  in  2  different  ways: 
(1)  we  have  begun  to  enroll  obstetric  patients,  who  have  delivered  here  at  WRAMC, 
far  a  prnappcftw  study  m  HeTerminP  t~hi>  incidence  and  severity  of  lymphocyt ic 
Process  OuRlfiQ  FY-82:  thyroiditis  in  an  unselected  population,  (continued  on  page  2) 
Preliminary  steps  were  instituted  to  begin  these  studies  as  delineated  under 

Technical  Approach,  and  the  first  patients  were  enrolled. _ _ 

f!lM3£a  Or  SUBJECTS  STUDIED: 


FY-82: 


Total  (to  date): 


Before  Completion  of  Study:  250 


Serious/Umhxpscted  Side  Effects  in  Subjects  Participating  in  Project(if  tors  so  state): 
None.  ■- 


Conclusions: 

See  Progress  During  Fiscal  Year  1982. 


Publications  or  Abstracts.  FY-82: 
None. 
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Technical  Approach  (cont)  (2)  In  association  with  Dr.  T.  Nikolai  of  the 
Marshfield  Clinic,  Marshfield,  Wisconsin,  and  Dr.  C.  Johnson  of  the 
Lombardi  Cancer  Research  Center,  Georgetown  University  Medical  Center, 
we  have  begun  HLA  typing  to  determine  the  gene  frequencies  present  in 
patients  with  postpartum  lymphocytic  thyroiditis,  spontaneously  resolving 
thyroiditis  not  associated  with  pregnancy  and  a  control  population  with 
classical  Hashimoto's  disease. 


Date:  15Sept82  l.'oy  l-n :  f  t\o ■ :  1011 


Status:  (arefi  it-j 


Ft  ::al 


Start  K.S  Date:  1  Aug  82 _ Date  Or  Co~*.HETIC.‘|:  30  July  83 

Key  Ifcsas:  Polymyositis,  Therapeutic  Exercise.  Muscle  Enzymes _ 

Title  Cr  Project:  Effect  of  Therapeutic  Exercise  on  Muscle  Enzymes  in 
Patients  with  Polymyositis 


Principal  Investigator's):  Peter  R.  Levine.  M.D..  MAJ.  MC  USA 


ASSOCIATE  IwSSTICATotCs):  Michele  Wineland,.  R.N.,  M.S.N.,  Noreen  Rossi.  M.P.T. , CPT  AMSC 


Facility:  WRfflC 


Acclv-sjlat ive  rECCASI  Cost: 
_ _ 


a  Rhpnma  mingy 


USA 


ACCUMULATIVE  CONTRACT  COST: 
_ =£Lr _ 


FY-83  FfECASE:  Contract  Cost:  Supply  Cost: 

-0-  -0-  -0- 


Accwjlat  tvs  Supply  Cost: 


I _ H—dM _ _ 

Date  o.=  Committee  Approval  Or 
Annual  Progress  Report  pea  ?  c  iqoo 


STUDY  OBJECTIVE:  To  assess  the  effect  of  a  single  exercise  session  on  muscle  enzyme 
levels  in  patients  with  polymyositis. 


TECHNICAL  Approach :  Recovering,  ambulatory  patients  perform  a  mild,  isometric  exercise 
session  under  supervision.  Tre-exercise ,  4-hour  and  24-hour  post-exercise  CPK 
and  aldolase  levels  are  measured.  Protocol  repeated  with  a  mild  calisthenic  exercise 
Progs- 35  Curing  FY-82:  session  at  least  one  weex  later. 

~  “  Three  patients  have  completed  the  protocol .  Two  others 

are  scheduled  to  participate  in  the  next  several  weeks. 

flittSER  Or  Su3JECTS  STUDIED: 

FY-82:  3  Total  (to  oats):  3 _  Before  Completion  of  Study:  20 

Serious/Ui'iexpecteo  Side  Effects  hi  Subjects  Participathis  hi  ProjectCif  ions  so  state): 

None 


Conclusions:  in3uffi  cient  number  of  patients  studied  to  make  conclusions. 


Publications  or  Ass tracts.  FY-82: 
None 
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Date:  ^  Hay  Umit  Mo.:  jjjj- 


Sr  atus:  (  hte  Ri^P^_  f  i  t  y.i_ 


Start i :.o  Date :  E xtend ed  2/79 


Date  of  Cq^lcTio.-i. _ ex pect ed  2/84 


Key  toasP^asmapheresis,  glomerulonephritis,  cytotoxic  agents _ 

Title  cf  Project  Combined  prednisone  and  cytoxan  therapy  coupled  with  plasma-exchange 
in  the  treatment  of  anti-glomerular  basement  membrane  antibody  mediated  renal  disease 


Principal  Invest  ic-AToaCsVjohn  Johnson,  HD,  LTC,  MC  Jack  Moore,  Jr.  MD,  MAJ,  MC 


Facility: 

Dept/Svc:  Medicine/  Nephrology 

Accumulative  fEOCASE  Cost: 

0 

Accumulative  Contract  Cost: 

0 

Accumulative  Supply  Cost: 

0  . 

FY-83  f'BjJASE:  Contact  Cost:  Surely  Cost: 

Date  of  Committee  Approusl  I)rft 

Annual  Progress  Report  FEB  2  5  Ida o 

i _ 

-  O'  ,10  coiupore  wile  citcli  ut  yrcuniaune  anu  ujrMjAcm  aiunc  anu  in  uumuuiavivn 

with^#3##"%^lfnge  on  the  rate  of  disappearance  of  circulating  anti-GBM  antibodies 

and  the  effect  of  this  on  modifying  disease  course. _ 

technical  Approach ^atients  with  confirmed  anti-GBM  ab  mediated  renal  disease  will  be 
randomized  to  RX  with  either  pred/cytoxan  alone  or  in  combination  with  plasma  exchange 
Disappearance  rates  of  ab  will  be  calculated  and  compared  along  with  clinical  outcome 

Pro^-s  During  FY-82- A  total  ot  ^  patients  have  been  firttfifed  in  the  study,  two  of  which 
were  entered"? n  Jrr  82.  Analysis  of  the  data  at  this  point  suggests  a  more  rapid  dis¬ 
appearance  of  ab  in  the  plasma  exchange  group,  with  a  more  favorable  clinical  outcome 

fiUM3ER  Or  SU3JECTS  STUDIED: 

FY-82:  2 _  Total  (to  date):  17  _  Before  Completion  of  Study:  30 


Sericus/Unexpected  Side  Effects  in  Subjects  Participating  in  Project! if  none  so  state): 

no  serious  or  unexpected  side  effects  have  occurred  so  far 

Conclusions: More  patients  are  required  in  each  treatment  group  before  meaningful  con¬ 
clusions  can  be  drawn  statistically.  Analysis  of  the  data  at  this  point  suggests  that 
a  more  favorable  clinical  outcome  is  achieved  via  the  use  of  plasma  exchange,  and  that 
ab  disappeaance  rates  are  more  rapid  with  plasma  exchange.  We  continue  to  collaborate 
with  the  NIH  and  with  FAMC,  and  intend  to  have  other  Army  MedCens  collaborate  to  increase 
the  patient  population. 

Publications  or  Abstracts.  FY-82: An  abstract  delineating  our  results  has  been  submitted 
and  selected  for  presentation  at  the  14th  Annula  Meeting  of  the  American  Society  of 
Nephrology,  December,  1982,  in  Chicago,  II.  A  copy  of  this  abstract  is  attached. 
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Date:  H  Sep  83  toy  fan  No, :  1124 


Status:  Interim 


Fikal  X 


Starting  Date:  December  1977 


Date  of  Completion:  September  1982 


Key  Vteaps:  Chronic  Renal  Failure,  Hyperuricemia,  Rate  of  Progression 
Title  cf  Project: 


"The  Effect  of  Hyperuricemia  on  Chronic  Renal  Failure" 

Principal  Ihvestic-atorCs):  Daniel  A.  Nash,  Jr.,  MD,  COL,  MC _ 

Associate  IwesTrcAraKs):  None 


Facility:  WRA'iC 

Dept/Svc:  Department  of  Medicine/Nephrology  Service 

Accumulative  fEOCASE  Cost: 

Accumulative  Contract  Cost: 

Accumulative  Supply  Cost: 

FY-83  ivECCAS£:  Contract  Cost:  Supply  Cost: 

Date  of  Committee  Approval  He  n  c 

Annual  Progress  Report  TtB  2  5  1982 

. ; 

l  . 

Study  Objective:  To  determine  if  hyperuricemia  occurring  in  patients  with  chronic 

renal  failure  from  other  causes  is  a  deleterious  factor  in  the  progression  of 
tha.ir.  renal  failure, - - — _ _ 

TEchii ■  cal  Approach :  Patients  with  progressive  chronic  renal  failure  and  significant 


Protocol  remained  inactive  during  FY  82 


ng 


study. 


ated 

ween 


flu.'Sca  of  Subjects  Studied: 


FY-82: 


Total  (to  date): ^ 


Before  Completion  of  Study:  20 


ScRious/U.thxfected  Side  Effects  in  Subjects  Participating  in  Project(if  hone  so  state): 

_ _ _ .  NONE  . 

fo,'CLU2_;o?i5.  Protocol  will  not  be  continued  because  of  limited  availability  of 
suitable  patients,  and  no  support  personnel  to  assist  with  patient  location  and 
longitudinal  follow-up.  Further,  I  foresee  no  probability  of  altering  either  of 
these  limiting  factors.  Therefore,  no  conclusions  could  be  drawn  from  data  obtained. 


Publications  or  Abstracts.  FY-82: 


NONE 


Pats :  1 5  Nov  82  I  toy  l>itT  ftp ■ :  1127 

Stas rir^s  Date:  June  1 979 _ 


Status:  I«t£»:ih 


F  r.’JL  x 


Pats  Or  CoyicTia-l:  IS  November  1Q8? 


Key  IcRDS:  Borderline  Hypertension,  Prospective  Follow-up 

TlTUE  CF  Project:  "Characterization  and  Response  to  Therapy  in  Mild  Essential 
Hypertension" 

Daniel  A.  Nash,  Jr.,  MD,  COL,  MC 

PaiKCIFAL  IsvgSTlgATcaCs):  Joyce  Patrick,  RN,  CPT,  ANC _ 

AssoctatE  InvESTTCAToats):  Betty  Watkins.  RN.  MAJ,  ANC 


Facility:  VRA'!C 


Accumulative  MEGCASE  Cost: 


OtPT/S‘/c:  Medicine/Nephrology/Nursing  Service 


Accutmativs  Contract  Cost: 


FY-83  f£CCASE:  Contract  Cost:  Supply  Cost: 


Accum'jlat tvs  Supply  Cost: 


Date  o?  Committee  Approval  Or 
Annual  Progress  Repair  pgp  9.  r 


SrooY  Objective : 


ystemically  follow-up  patients  with  borderline  hypertension  prospec- 
„  tively,  to  evaluate  their  natural  history.  To  determine  if  certain 

nrocedures.  which  are .available  to  the  practioner,  (i.e.  ECG,  Echocardiogram.  Isometric  Stress 
ResDonse  Plasma  Renin)  may  Be  used  to  predict  outcome,  ana  to  determine  the  impact -or  weight  reduc 
duction  and  soflluin " wgrpictinn  regimes .  '  "  ■ 

lEOt-nPL  APPROACH.  patients  with  borderline  hypertension  will  recieve  a  complete  medical 

SKtiSSS^S^aiSSirfS  g£et?g£feSe3S?RsSeEihE°?iSigSf in 

diet  and  sodium  restriction  as  would  be  standard  Daractice.  These  with  factors  will  be  considered 
for  their  59  z&jfeeiiieftey  ~swa  Farvor'-aeveiopnent'  -gr  rnreq-Tiypgrtenaiun. — 

m..niO  II CZ.  m  f  >  Art  r  P  ui  t-  >-i  ^nA  htmofhAnainn  h 


into  «.  .tuS^”ii^f.rTa,,BiaT.B«iKt*BTa!!.r,r!l*riii«.6lBCS>8,^illiia  ese2b?St"'e 
continue  the  study,  no.  further  entries  into  the protocol 
lyzea  during  tha.  cfcmalnar  of-V9S2.^-paManJg-wU.i,  he  ref 

ftjKSER  Or  SUBJECTS  StU£U£D: 


to 

ana 


will 
•r.rnri , 


be  a 

rnr_ 


ccepted.  The  data  will  be 
ini  Low-up  through  other  source 


FY-82:  6 


Total  (to  date)  :  23 


Before  Completion  o?  Study:  23 


Serious/Unexpecteo  Sioe  Effects  in  Subjects  Participating  in  Project(if  ions  so  state):  None 


Conclusions:  Data  will  be  analyzed  to  determine  if  correlation  can  be  obtained  from  the 

small  number  of  patients  entered  into  the  study  witti  respect  to  the  importance  of 
dietary  sa.lt  weight  reduction,  plasma  renin  activity,  orthostatic  posturing,  isometric 
exercise, blood  pressure  response,  ETC.  On  the  incidence  of  development  of  fixed  hyper¬ 
tension  m  patients  initially  diagnosed  as  having  borderline  hypertension.  It  is 
probable  that  limited  conclusions  can  be  drawn  as  a  consequence  of  the  small  number  of 
entries  into  the  study. 

Publicat ions  or  Abstracts.  FY-82:  None  at  the  present  time,  any  that  evolve  in  the  future 
will  be  made  known  to  the  Clinical  Investigation  Service  for  the  purpose  of  ammending 
this  final  report. 
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ry-gg-l** *a~ 


Date:11  Nov  82  1  Vann  Um;t  do.:  1128 


Status: _ I «T£ «.i a  X  Fum 


Stas  r  i  Date  :  June  1979 


DATEOrCc*=-LcTie:i:  Undetermined 


_Key  Vc?3S:  End-stage  Renal  Disease.  Rehabilitation.  Activity  Monitoring 
Title  cf  Project:  "Evaluation  of  the  Rehabilitation  of  End-stage  Kidney  Disease 
by  Hemodialysis  and  Kidney  Transplantation  Using  Activity 
_ Recording" _ 

Principal  IwiiSTtOATcaCs):  Gregory  Belenky,  MD  _ 

Associate  Investigators):  Jimmy  Light,  MD,  _ 


AccissiLATiva  fcDCASE  Cost: 


Facility:  WhATR  Ne.iiropsychj.atry  Psychiatry  /Organ  Transplantation 


AcaawiATtva  Cairn  act  Cost: 


FY-85  rSJCASE:  Contract  Cost:  Supply  Cost: 


Accumulative  Sjpply  Cost: 


Date  of  Cc-auttee  Aprs oval  Of 

kWL  PMai!S  R£PS«  tft-n-  m 


Study  Osjsctive:  To  .  monitor  "activity  "of  patiehtswTtH  end-stage  renaT'dis'ease  ' 
prior  to  and  after  being  treated  by  several  rehabilitation 
modes . 


on  patients 
'sis .  or .  kidnpr 


Technical  Aaf>aoAC»: 

with  end-stage  r<  _ 

^asasfat^j11  be 

shmM  BP 

fJivasa  of  Sjsjhcts  Studied: 

FY-82:  4  Total  (to  oats)  :  7 


been 


for 


Before  Completion  o?  Study:  20-40 


ScRIOus/Uitsxpscted  Side  Effects  in  Subjects  Past icipat ins  in  PpojsctC i f  hxs  so  stats):  None 


Conclusions:  None 


Publications  on  Asstracts.  FY-82:  None 
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Pats:  7  Nov  82  I  toy  Emit  to. :  1129 


Starti.vs  Qais:  November  1979 


_ t  Status:  Ihtehih _ Fi:auxxxxxx 

Pats  eg  CwlcTiki:  7  November  1982 


JGrr  IceOSiAcetatg  d.1*ly<atai  hiearhnnatp  riialygat-p _ _ _ 

Title  cf  Project:  "Comparislon  of  the  Cardlopulmaonary  Variables  of  Patients 
Dialyzed  Against  Acetate  or  Bicarboante  Buffer 


Pbiwcipal  Im/eSTKaTca(s?: Suzanne- Ber ana n.  HP.  MAJ.  MC 


Jack  Moore,  Jr.  HD,  MAJ,  MC 


Associate  Invest nuraKs):  NONE 


Facility:  KWC 


Accumulative  FHJCASE  Cost: 
_ _ 0 


Dgr/Svcfledlcine/  Nephrology 


Accumulative  Contract  Cost: 
0 


FY-83  rECCASE:  Contract  Cost:  Supply  Cost: 
_JL _  -  0 _ 


Accumulative  Supply  Cost: 
■0 


Date  of  Committee  Approval  Of 
Annual  Progress  Report  ¥£■■  p  s~  /cv^ 


To  determine  If  there  Is  a  difference  between  cardiopulmonary  variables 
In  patients  dialyzed  against  acetate  vs.  bicarbonate  .buffers 

TSQfl1??*-  Approach:  Hemodynamic  monitoring  during  dialysis,  sequential  dialysis 
using  the  afprmentloned  buffers 


Progress  Raws  FY-32: 
NONE 


KmseR  of  Subjects  Studied: 
NONE 


FY-82: 


Total  (to  date): 


6  . 


Before  Completion  of  Study: 


SfDE  &FecTS  in  Subjects  P^nciPArins  in  P;»oject(if  t^is  so  stats)- 

NONE 


Ca^CLUStOfis: 


Request  that  this  protocol  be  deactivated.  We  have  no  nursing  support 
to  complete  the  protocol  as  It  requires  a  full  time  hemodialysis  nurse.  The  PI  has  left  the 
US  Army,  and  there  appears  to  be  no  reasonable  possibility  to  obtain  the  technical  support 
necessary  to  reactivate  this  protocol. 


Publications  or  Abstracts.  FY-82: 
NONE 
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Date:  7  Nov  82 

ItoiRs  li/IT  do.:  1130 

Status:  Iuterim  X  Fi.-cn 

Starting  Date:  08  April  1980  Date  of  Cckhetic:!:  April  1984 

Key  Usrds:  Nephrotoxicity,  Radiocontrast  Agents,  Uric  Acid 

Title  cf  Project: 

"THE  ROLE  OF  HYPERURICOSURIA 

RADIOCONTRAST  AGENTS" 

IN  THE  NEPHROTOXICITY  OF 

Principal  Ihvestigatcr's):  MOORE,  JR.,  MD, 

MAJ,  MC 

Associate  I»vEsrrcara^(s): 


Facility:  VRtf-I C 


-  1  ■  ■  ■  ■  - 

Dept/Svc:  Dept,  of  Medicine/Nephrology  Service 


Accumulative  f£CCAS£  Cost: 
0 


Accumulative  Contract  Cost: 
■0 


Accumulative  Supply  Cost: 


FY-35  f 


S£: 


Contract  Cost: 

0 


Suppi^  Cost: 


Date  o?  Committee  few oval  Or 
««oal  Process  Report  pyp  as  iqr? 


Study  Objective:  To  determine  if  t  hi'TncTdi  nee' o f r o r 'se“vefTtXtfT~RC' -fntfuced 
ARF  can  be  attenuated  by  pre-RC  therapy  wi*h  volume  expansion. 


TSchh-cal  Approach:  High  risk  patients  are  ranoomiy  assorted  tO'bne  ot  J  trea tment 

groups  for  JV  fluid  therapy.  After  RC  sequential  blood  and  urine  tests  for 
renal  function  are  conducted. 

i '•  4  Patients  were  studied  during  FY  82 


Kupssa  of  Subjects  Studied: 


FY-82:  4 _  Total  (to  date);  32 _ 

Sep.ious/Umexpscted  Sice  Effects  in  Subjects  Participating 
NONE 


Before  Completion  a-  Stuoyj _ 

in  Project! if  hone  so  state): 


^0>!CT'--— °-l?‘  Preliminary  data  analysis  suggests  that  there  are  no  differences 
in  renal  outcome  in  the  3  treatment  groups. 


Publications  or  Abstracts.  FY-S2 : 

Acid°Excretion"ye  InduCed  NePhr°t°xicity:  Relationship  With  Uric 
Clinical  Research  30(2):  449A,  1982. 
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Start KS  Date:  November  1979  Date  CF  CaeicTirci:  November  1982 


Key  UoRDS:  Coumadin  Therapy,  hematuria.  Urine  Urokinase  Activity 


Title  cf  Project: 


"Hematuria  During  Antiocoagualation  Therapy  With  Coumadin" 


PRINCIPAL  f»/£ST(GATca(s):  Daniel.  A.  Nash,  Jr.,  MD,  COL,  MC,  Chief,  Nephrology  Svc. 


Associate  InvestigatorCs) 


FACILITY:  KRA‘£  _ IDept/Svc:  Department  of  Medicine /Nephrology  Svc. 


Accumulative  KEGCASS  Cost:  Accumulative  Cotitract  Cost:  Accumulative  Sjfply  Cost: 


FY-85  f£CCAS£:  Contract  Cost:  Supply  Cost: 


Study  03j=ctiv 


I 


Date  of  Committee  Approval  Of 
A.*«ual  Progress  PvEport  FFR  2 


r> 

Mi 

'■I-iiliLMs 

Mi 

m* 

iera 

atur 

:ur 

il 

ia  w 
in  s 

PROGRESS  DUrihg  FY-82:  abnormal  in  such  patients 


litlonal  patients  were  added  to  the  protocol  during  FY-82.  Efforts  were  made  to 
establish  a  meaningful  urine  urokinase  activity.  However,  all  efforts  to  obtain 

onabTyrellaPle  assay  were  disappointing.  This  aspect  oi  the  protocol  was  dis- 
^cSjli&T3cS7tjijF&?er  attemPts  were  m"de  C5  Obtain  tnfe  Ul'uklnasu  assar  at  this  time 

fj-'Sl :  o  Total  (to  date):  66 _ _  Before  Completion  of  Study: Discontinued 

Serious/U'iexpected  Side  Effects  in  Subjects  Participatirs  iri  Project* if  ions  so  state):  None 


h/win^fn'p  1  <-woVld  su??e?t  that  patients  on  standard  dose  Coumadin  may 

f? nrfi S2*  hemfturia  as  nigh  as  10%  in  the  absence  of  any  pathological  y 

,  ~Y. standard  urological  work— up.  Because  of  the  low  number  of  dam 
«^luafed  It  is  possible  tRat  our  findings  will  not  obtfin  a  high  degree  of  signifi- 
be  determined!iat^0n  With  respect  to  this  significance  of  urinary  urofinase  coufd  not 


Publications  or  Abstracts.  FY  82.  None.  If  any  information  is  determined  for  the  publi 
cation  after  final  analysis  of  all  data  generated,  this  will  be  submitted  to  Clinical 
Investigation  Program  for  ammendment  of  this  final  progress  report. 


DatE:16  Nov  82 

Viof«c  Unit  Mo.: 

1132 

Status:  IhtlKJH  x  Fkujl 

Starti.’J!  Date:  July  !980 

OATE  Or 

CovicTlCSi:  Undetermined 

Key  Uosds:  I*A 

Nephropathy: 

A  Perspective  Study 

TITLE  CF  PROJECT:  Ig  A  Nephropathy:  A  Prospective  Evaluation 


Principal  InvestigatorCs 


,  %  Steven  F.  Gouge,  MD,  CPT,  MC,  Fellow  in  Nephrology 


ASSOC IATE  InvesttgaTOrCs):  Jack  Moore,  Jr.,  MD,  MAJ,  MC,  Asst.,  Chief  Nephrology 


Facility:  KRffiC 


Accumulative  PEGCASS  Cost: 


DePT/Svc:  Denar tm 


Accumulative  Contract  Cost: 


FY-85  KECCASE:  Contract  Cost:  Supply  Cost: 


Accumulative  Supply  Cost*. 


Date  o?  CcronTEE  Approval  Of 
Annual  Progress  Report  Crn  g  p  r 


Stuoy  Objective: 


To  determine  pathologic  and  clinical  criteria  F6r  the  diagnosis  of  IgA 

Nephropathy,  the  prognosis  of  patients  with  the  diagnosis  and  their 
suitability  for  military  service,  the  extent  or  evaluation  and  the  aegree  of  follow-up 

required  for  medlial  suppurt. - - - -■  -  — ■ 

TBCHHiCAL  flPPSOAai:  Patients  witha  biopsy  proven  diagnosis  of  IgA  Nephropathy  will  be  en- 
rolled  in  the  study.  They  .will  have  baseline  evaluations  of  their  24  hr.  urine,  CBC, 

--J  *  *- —  -  ■'-*  ’ - 1 - *---  -^rum  IgA  levels,  and  skin  biopsy. 

*■“  urine,  serum  creatine,  serologica. 

the  study. 


patients 


Humber  of  Subjects  Studied: 

FY-82:  3  Total  (to  oats):  16  Before  Completion  op  Study:  4o 

Serious/Uhsxpected  Sioe  Effects  in  Subjects  Participating  in  ProjectCif  ions  so  state):  None 

CONCLUSIONS:  No  conclusions  can  be  reached  as  of  yet,  dut  the  small  number 
and  the  short  follow-up  time.  Preliminary  analysis  of  data  is 
planned  when  data  processing  money  becomes  available. 


Publications  or  Abstracts.  FY-82 :  None 


Pats:  16  Nov  821  Work  Chit  Ho.:  n 33 


US:  luTgtMH  x  _ Fi.-at 


Sta3Ti:13  Date:  July  1980 


DatectCc.  ■  -ETicsi:  Undetermined 


Key  vlsaas:  Hematuria,  Urokinase,  Lysed  Red  Blood  Cell  Culture,  HLA  typing,  Skin  Biopsy 
Title  CF  PROJECT:  Primary  Renal  Hematuria:  A  Prospective  Study 


PRINCIPAL  INVESTIGATOR'S?:  Steven.  F.  Gouge,  MD,  CPT,  MC,  Fellow  Nephrology  Service 


ASSOCIATE  Invest rCATOa(s):  Jack  Moore.  Jr..  MD.  MAJ.  MC,  Asst.,  Chief  Nephrology  Service 

DEPT/Svc:Department  of  Medicine,  Nephrology  Service 

Acoitsulatiys  fECCASE  Cost: 

Accumulative  Contract  Cost:  Accumulative  Supply  Cost: 

FY-85  KECCASE:  Contract  Cost:  Supply  Cost: 

Date  of  Committee  Appro val  Of 

Annual  Progress  Report  FEB  2  5  1983 

. 

$TiiOY  Objective:  To  determine  the  etiology  and  significance  of  hematuria”  as  well  as 
prognosis  without  a  prior  history  of  renal  or  systemic  disease.  In  this  respect,  clin 
ate  EKlcn^°§^Cmcd?caS!ec7afua^f on^^^  be  made’w^t“  conclusions  drawn  concerning  appropri 
TCOtft-CAL  Approach:  Patients  which  qualify  for  the  protocol  will  have  renal  arteriograms 
renal  biopsies,  skin  biopsies,  urine  urokinase,  HLA  typing,  IgA  coated  Lymphocytes, 
lysed  red  blood  cell  cultures  preformed.  _ 

PROCESS  Rkiug  FV-82:  Six  new  patients  enrolled  in  the  study.  ~  ~ 


ftjK3e»  OF  SUBJECTS  Studied: 

Ff-82:  6 _  Total  (to  pats):  24 _ Before  Completion  of  Study:  50 

ScRlOUS/UflEXPECTED  SlOS  EFFECTS  IN  SUBJECTS  PMTICIPATIIS  IN  PiI3J2CT(lF  HOSE  SO  STATE):  None 

Conclusions:  No  conclusions  reached  as  yet.  Preliminary  analysis  of  data  is 
planned  when  data  processing  money  becomes  available. 


Publications  or  Abstracts.  FY-82:  None 
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Date:  24  Nov  821  to*  Chit  do.:  1134 


Status: _ fnrERiy. _ Fi.-ai  x 


Start  iris  Date:  18  September  1980 


Date  ok  Cqv‘LETip:i:  24  November  1982 


Key  Ifcaas:  Catecholamines,  Opioid  Peptides,  Hemodialysis _ 

Title  cf  Project:  "Catecholamines,  Opioid  Peptides,  and  Hemodialysis" 


James  R.  Cain,  MD  „  _  ... 

Principal  IhvestigatorCs?:  John  B.  Copley,  MD  and  C.  Raymond  Lake,  MD 


Associate  InvESTreaTORCs):  L.  Harrison  Hassell,  MD 


Facility:  Wffg 


Accu-jutATivE  KECCASE  Cost: 


Dgt/Svc:  Nephrology 


Accta-sjuTivE  Contract  Cost: 


FY-83  KECCASS:  Contract  Cost:  Supply  Cost: 


Acorn,  at  tvs  Supply  Cost: 


Date  of  Ccwiittee  k°p rovauQf  -  ,  . 

Aw hoal  Progress  Report 


Stuoy  Objective:  To  determine  the  level  of  plasma  catecholamines  and  opioid  peptides 
during  hemodialysis  and  ultrafiltration. 

TCcwuqy.  A??RQ\cti:  Serial  samples  of  blood,  drawn  and  assayed  for  catecholamines  and 
peptides  during  variations  of  dialysis  and  ultrafiltration. 


Progress  During  F Y-82:  N one 


f&iriscft  of  Subjects  Studied: 

FY'82j. — Q _  Total  (to  oats),:  iq _ Before  Completion  of  Stuoy:  20 

Ssrious/Umsxpecteo  Sics  Effects  hi  Subjects  Participating  in  ProjectOf  none  so  state):  None 


Conclusions:  No  conclusions  reached  to  date.  Project  will  be 

jf  inability  to  obtain  adequate  assays  and  lack  of  interest 
investigators. 


discontinued  because 
on  the  part  of  intended 


Publications  or  Abstracts.  FY-82:  None 
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Date:  1  Feb  83 

Status:  Interim  yy  Final 

Start  ir fUTedune  1981  Datf  of 

CcmETi oh :  .liinp  iq«d 

Key  Uords:  Oliguric  ARF,  Furosemide.  ARF  DroDhvlaxis 

Title  cf  Project:  utility  of  Furosemide  in  Early  Oliguric  Renal  Failure 


Principal  Ifr.'ESTiGAToaCs):  Jack  Moore,  Jr.  MD,  MAJ.  MC  Asst.  C.  Nephrology 
Associate  Investigator^):  Fellows,  Nephrology _ 


Facility:  VRA'-IC 

-  -  ~  - 

Dept/Svc:  Medicine/  Nephrology  FEB  2  5  19fl.q 

Accumulative  icDCASE.  Cost: 

Accumulative  Contract  Cost: 

Accumulative  Supply  Cost: 

FY-83  REECASE:  Contract  Cost:  Supply  Cost: 

0  0  0 

Date  of  Committee  /approval  Of 

Annual  Procress  Report 

1  .  .  .  , 

Study  03jectiveto  determine  whether  furosemide  therapy  favorably  affects 
the  outcome  of  early  oliguric  renal  failure 

with  o T 1  gur  1  a  for  greater  than  2  hours,  in  whom 
prer emit ■ anu  postrena 1  causes  have  been  ruled  cut,  will  randomly  assigned  to 
receive  graded  doses  of  furosemide  in  sequence,  with  control  pts.  receiving  saline 


fROGRc^  None-  despite  appeal  to  service  and  department  chiefs, 

no  patients  have  been  referred.  High  dose  lasix  should  still  be  considered 


FY-82:  0 _  Total  (to  date) :  0 _  Before  Completion  o.-  Study: _ 40 


Serious/Unexpscted  Side  Effects  in  Subjects  Participating  in  Project! if  hone  so  state): 

NONE 


Conclusions:  we  believe  that  the  question  of  furosemide  therapy  in  this  situation 
needs  to  be  answered.  The  routine  use  of  high  dose  furosemide  should  be 
considered  experimental .  Indeed,  several  studies  have  shown  it,  under  slightly 
different  circumstances,  to  be  ineffective.  We  would  appreciate  any  help 
CIS  can  give  us  in  soliciting  support  from  the  various  house  staff. 


rmm 


ons  os  Abstracts.  FY-82: 
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te  o?  Co«="UTic:i:  Undetermined 


Date 


Stas tils  Date:  01  April  1981  _ 


Key  tfeos:  Uremia,  Chronic  Renal  Failure  Anemia _ _ _ 


Title  cf  Project:  "i^e  Pole  of  Cholinergic  Mediated  Calcium  Uptake,  on  Red  Blood 
Cell  (RBC)  Beformability  and  -Hemolysis  in  Acute  and  Chronic  Renal  Failure" 


Jack  Moore,  Jr.,  MAJ,  MC 

Principal  IhvsstigatsrCs):  William  P.  Wiesmann,  MAJ,  MC 


Associate  iRvgsTrCAittt(s) 


Facility;  KWSC/WRAIR 


Dept/Svc:  Dept  of  Medicine  /Nephrology  Service 


Accujjlativh  ?EGCAS£  Cost: 


ACCUMULATIVE  CoHTlWCT  COST:  I  AcCUffJLATIVS  COST: 


FY-83  fi£ECAS£:  Contract  Cost:  Supply  Cost: 


Date  of  Committee  Appsc/a,  Of 
AuHUAL  PROCESS  REPOST 


Stuoy  (hj=rrivE-  To  assess  the  contribution  of  Cholinergic  receptor “activity  to  the 
— === - '  pathogensis  of  hemolytic  anemia  in  uremic  patients. 


How-on.  Approach:  The  technical  approach  is  as  described  in  the  original  protocol 
nclude  analysis  of  deoxynucleosides  as  indicators  of  cholinergic ^activity  and 
'  e 


Process  Rkiho  FY-82:  The_  adsay3jfor  chglinergic  receDtor  activity  and  cGMP  hate  been 


e  assays  for  cholinergic  receDt 
fined  and  more  fully  developed. 


fiuKKa  Or  Sj3jects  Studied: 

FY-82;  None  Total  Cto  date):  ^5 _ _  Before  Ccmrleticw  of  Study : 


Serious/Umexpccteo  Side  Effects  in  Subjects  Pasticipatkk  in  PitojectCif  kpse  so  state):  None 


js23Sa51S£!S:  Data  is  insufficient 


Publications  at  Asstracts.  FY-82:  1 )  Abnormal  Deoxy  Adenosine  Metabolism  in  Uremic 
Erythrocytes.  W.  P.  Weismann  and  H.  K.  Webster.  To  be  presented  1 4th  Annual  Meeting 
The  American  Society  of  Nephrology  Washington.  DC  Nov.  21-24,  1981.  2)  Calcium 
stimulated  cGMP  Formation  in  Human  RBC  Treated  with  Cholinergic  Agonists.  L.  Tang 
and  W.  P.  Wiesmann.  .  To  be  presented  Annual  Meeting,  The  American  Society  of  Hematolog> 
San  Antonio,  Texas,  December  5-8,  1981. 
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^1 


Dat£:7  Oct  82  Vfaggc  fan  fa.  :1 1 38 


Status:  tnretti  Myy _ Final 


Starting  Date:  15  Jan  82 


Date  of  Cggjjmon:  ,ian  as 


Key  Words:  glomerulonephritis,  cytotoxic  aoents.  bolus  steroid*; 


Title  cf  Projects tero id  and  Immunosuppressive  Drug  Therapy  in  Idiopathic  Crescentic 
Glomerulonephritis 


Principal  Investigatcr's):  Jack  Moore,  Jr.  MD,  MAJ,  MC 


flSSCCIATt  IflVeSTTGATOals):  NfTNF 


Facility:  VP.A"C  XX 

Dept/Svc:  Medicine/  Nephrology _ _ 

Accumulative  fcDCASS  Cost: 

0 

Accumulative  Contract  Cost: 

0 

Accumulative  Supply  Cost: 

G 

FY-83  MECgASS:  Contract  Cost:  Surely  Cost: 

Date  of  Ccmiittee  App* oval  Of 

Annual  Progress  Report  pro  o  r  „„„ 

1 

_ 

- twtj 

Study 'Objective •  '^®^er¥Tne  the  efficacy  a'h<r~siTe”eTfecYs”o?TwTu's'meffiyTprednisolone 
versBriaoTTf?  fcyclophosphamide  in  a  randomized  trial  in  patients  with  idiopathic  RPGN. 

Both  groups  receive  oral  corticosteroids _ _ _ 

Technical.  Approach:  After  biopsy  proof  of  crescentic  GN,  and  exclusion  of  diseases  known 
To  cause  this  disorder,  Pts  will  be  randomly  assigned  to  receive  either  i  gram  iv  ctx 
q  month  for  6  months,  or  iv  methyl  prednisolone  each  month  for  6  months.  Repeat  biopsy 

'iirfKmsa; - — - 

no  patients  studied-  protocol  approved  15  Jan  82 

ffcjMKS  of  Subjects  Studied:  " 

FY-82:  0  Total  (to  date):  0 _  Before  Completion  of  Study:  20 


Serious/Uhewected  Side  Effects  in  Subjects  Participating  in  ProjectCif  (:d::e  so  state): 

no  serious  effects  since  no  patients  studi ed 
Co, 'ICC  SJ3  COffS  r 

— - 'No  patients  studied-  nature  of  the- disease  precludes  rapid  patient 

recruitment,  therefore  this  is  a  collaborative  protocol  with  the  NIH 


Publications  or  Abstracts.  FY-82: 

none 
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Starting  Date:  Jan  82 _ Date  cf  Covleti c?:i:  Jan  85 

Key  Wosas:  erythrocytosis;  transplant;  erythropoietin _ 

Title  cf  Project:  Erythrocytosis  in  Renal  Allograft  Receipients 


rga(s):Ant 


Principal  Iwi-.snc-Atgs^s): Anthony  R.  Henry.  MD.  MAJ.  MC  Jack  Moore,  Jr.  MD,  MAJ ,  MC 
Associate  InvestigatorCs):  James  A.  Hasbarqen.  MD.  CPT,  MC  Jimmy  A  Light.  MD,  COL,  MC 
Facility:  KRAvC  Dept/Svc:  Medicine/  Nephrology 


Facility:  KRA'iC _ 

Accumulative  fcDCASE  Cost: 
0 


AcciifJLAT tvs  Contract  Cost: 
0 


Accumulative  Supply  Cost: 
0  . 


FY-83  r'£CCAS£:  Contract  Cost:  Supply  Cost: 

_ q _ _  i  non.-na.  smuio _ 


Date  of  Ccmahttee  Approval  Op 
Annual  Procress  Repost  prn  \ 


- ---- — -"Ttr~defermtne~~t  he~~sn^~o~f  -er$r  tiro  pore^rt-hr  - 

e  1  e i t s  post  renal  transplant 


have  been 


techn •  cal  A 3??o acm :  Atter  secondary  causes  of  erythrocytosis,  and  P.  vfifa, "have  been 
el  iimnate'iT,  patients  undergo  renal  arteriography  and  renal  venography  with  sampling  for 
erythropoietin.  Then,  allograft  biopsies  are  done,  and  scored  for  rejection. 

p  p,".,  ',,.r"FVU82-^ '  IhWt'ientrs  were  stud  led-  none  stiuwed  evidence  or  alloyraft  rejection 

2  pa  trait  s^vrerfr'  fl  BikmStra  ted  two  have  erythropoietin  emanting  from  their  native  kidneys- 
1  patient  did  not  have  an  erythropoietin  step-up  across  any  renal  bed 


fiUl  ScR  OF  S'J3JECTS  Studied:  3 

FY-82:  ^  Total  (to  date) :  3 


Before  Completion  of  Study: 


s  Participating  in  ProjectCif  tone  so  state): 


liFTO 


occurred 


Conclusions:  In  two  of  three  patients,  erythropoietin  appears  to  emanate  from  the 
native  kidney,  not  from  the  allograft.  Additionally,  there  appears  to  be  no  evidence  of 
chronic  rejection.  This  suggests  that  the  native  kidneys  are  responsible  for  the 
eryhtrocytosis  seen  after  renal  transplantation 


Publications  or  Abstracts.  FY-S2: 

A  preliminary  abstract  was  submitted  and  published  in  Clinical  Research 
Vol  30  (2)  p.  450  A,  1982.  A  copy  of  this  abstract  is  attached. 


Date;!  1/1 7/82 

V!ork  Uh:t  fiO. :  1 1 

Startup  Date: 

June  1982 

Date  of  Ccph.cTic:i:  Undetermined 

lyv  IScgas-  Acute  Renal  Failure,  Vitamin  D,  Calc.ijjm  and  Phosphate 

Title  cf  Project: 

"The  Role  of  Vitamin  D  in  Calcium  and  Phosphate 
Imbalance  in  Acute  Renal  Fa'ilure" 

PRINCIPAL  IsvSSTIGATOaCs):  Clifford  Ferguson,  MD  .  MAJ  ,  MC  ,  Fellow  Nephrology  Svc 
~  Daniel  A-.  Nash,  Jr.,-  MD,  COL,  MC,  Chief  Nephrology  Service 
.  .  - MC,  ‘  ------- 


Facility:  VRff£ 

Dept/Svc: 

Accutuiativh  f£GCA$E  Cost: 

Accumulat tvs  Contract  Cost: 

Accumulative  Supply  Cost: 

FY-85  fEECASE:  Contract  Cost:  Supply  Cost: 

Date  of  Cgv.n:Ttes  Approval  Of 

Annual  Progress  Report  rrn  2  a  iooo 

..1 

L. 

calcium  and  phosphate  imbalances  previously  noted  to  occur  in 

MowfcAL  IvaOACM:  fta¥ienis“wit£aaciifce‘  renal  failure  will  be  selected 
and  interval  measurements  of  125,2425,  and  25  hydroxy  Vitamin-D 
will  be  made  in  measurements  correlated  with  serum  calcium, 

f \tf rathyroid  measurements.  ~~  ~ 


ftUrSER  OF  Su3JECTS  Stuoico: 

FY-82:  Q  Total  (to  oats):  0  Before  Ccxpi'tio.v  a-  Stuoy:  ijl. 

ScRlOUS/UrtSXPSCTEO  Sl-Cs  EFFECTS  IN  SUBJECTS  PARTICIPATING  IN  Pi10JECT(if  Ul'is  SO  STATS): 

_ NONE  •  ■ _ .  _ 

Conclusions: 


NONE 


Publications  or  Asstracts.  FY-82: 


NONE 


PRINCIPAL  IkyESTICATSR's):  Daniel. A.  Nash,  Jr.,  MD,  COL,  MC,  Chief,  Nephrology  Service 


Associate  I«vesrreAToa(s) : 


Facility:  1B0C 

Dept/Svc:  Dept  Medicine/Nephrology  Service 

Acomulative  ftCCASE  Cost: 

Accumulative  Contract  Cost: 

Accumulative  Sjpply  Cost: 

FY-83  KECCASi:  Contract  Cost:  Supply  Cost: 

Date  of  Cckmittee  Approval  Of 

Annual  Pro-dress  Report  rr.T-g-p-iqfn 

1 

StuoY  Q3J=CT|Vc ?T o  determine  Che  influence  of  dialysate  glucose 
concentration  on  the  rate  of  potassium  removal  during 

s  tanda  t  d  liemudi  aly  s  is  ■ - - - - - — - 

APPROACH -p{reet  measurement  of  dialysate  effluent  during 
standard  hemodialysis  utilizing  either  a  low  or  high  dialysate 

g  i*>  wogntration. - _ - - 

PROS^HSS  &JP.1K0  FY-82:piyg  patients  have  been  adequately  evaluated 
utilizing  high  and  low  glucose  dialysate  with  measured 

pnfaaai  um — 1  oss.fi a  _ _ _ _ 

Russ*  a f  Sjsjects  Studied: 

FY-82j _ ]_  Total  (to  oats):  7 _  Before  Completion  a-  Study:  20 

SER IOUS/UnSXPSCTEO  SlCE  EFFECTS  III  SU3JEC7S  PARTICIPATES  Ifl  PrtDJECTClr  IONS  SO  STATS): 

_ none  _ _ _ 

Conclusions: 

Initial  observations  would  suggest  that  in  the  non¬ 
diabetic  patients  that  dialysate  glucose  concentration  has 
minimal  effect  on  the  rate  of  potassium  removal  in  the 
standard  concentration  of  dialysate  glucose  presently  used 
clinically. 

Publications  or  Abstracts.  FY-82: 

Abstract  submitted  to  the  Clinical 
Dialysis  and  Transplantation  Forum  and  accepted  for  pre¬ 
sentation  at  their  Annual  National  Meeting.  The  abstract 
will  be  expanded  into  a  formal  paper  addressing  the 
details  and  the  data  that  supported  the  abs  tr  ac  t,.  and  will 
be  published  in  Che  proceedings  of  the  Clinical  Dialysis 
and  Transplantation  Forum. 


1 
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How  Unit  No. 


Starting  Date:  ^-5  DEC  1980 


Date  of  Completion:  n/a 


Key  Words: 


Title  cf  Project:  Evaluation  of  Amiodarone  for  Therapy  of  Cardiac 
Arrhythmias  (IND  #17858) 


Principal  InvsstigatorCs):  William  J.  Oetaen.  M. D. 


Associate  Investigato.r(s):  James  E.  Davia,  M.D. 


Facility:  WRftfC  Dept/Svc:  Cardiolo 


Accumulative  PEDCASS  Cost:  Accumulative  Contract  Cost:  Accumulative  Supply  Cost: 


FY-85  FEDCASS:  Contract  Cost:  Supply  Cost:  Date  of  Committee  Approval  Of 

Annual  Progress  Report 


Study  Objective: 


No  Change 


technical  Approach: 

No  Change 


Progress  During  FY-82: 

N/A 


KiJiM3eR  Or  Su3JECTS  STUDIED: 

FY-82:  19  Total  (to  date):  19 _  Before  Completion  of  Study:  n/a 

Serious/Uhexpected  Side  Effects  in  Subjects  Participating  in  ProjectCif  none  so  state): 

See  attached  memo 


Conclusions: 

None  as  yet 


Publications  or  Abstracts.  FY-82: 


None 
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DISPOSITION  FORM 

For  um  o»  thu  form,  1H  AR  340-15  tn«  proponent  agency  ia  TAOO. 
REFERENCE  OR  OFFICE  SYMBOL  !  SUBJECT  "  ” 


HSHL-MC 

jflttX 

THRU:  C,  CIS 


Annual  Progress  Report  FY  82,  Clinical  Investigation 
Program  Work  Unit  #1217  "Evaluation  of  Amiodarone- 
for  Cardiac  Arrhythmias" _ _ _ 

FROM  OATE  CMT  , 

Dir,  CCU  10  JAN  83 

LTC  OETGEN/r j/63836 


HQDA 

SGRD-HR 

Wash.,  D.C.  20314 


1.  In  accordance  with  AR  40-7  the  following  data  are  submitted: 

a.  Specific  study  -  evaluation  of  amiodarone  for  the  therapy  of  cardiac 
arrhythmias  -  WRAMC  Work  Unit  #1217;  IND  #17858,  Principal  Investigator: 
William  J.  Oetgen,  MD,LTC,MC;  James  E.  Davia,  MD,C0L,MC. 

b.  Location:  Walter  Reed  Army  Medical  Center 

c.  Number  of  subjects:  19  (see  below) 

d.  Narrative  of  progress  of  patient  (see  below) 

(1)  Della  Kearney  -  see  1981  report 

(2)  Charles  Guthrie  -  see  1981  report 

(3)  Allan  Barnabei  -  see  1981  report.  Patient  continues  to  do  well, 
no  side  effects  reported.  Arrhythmias  controlled. 

(4)  William  Hoffman  -  see  1981  report 

(5)  Henry  Robinson  -  see  1981  report.  Patient  has  been  discontinued 
because  of  development  of  pulmonary  fibrosis  probably  secondary  to  amiodarone 
therapy. 

(6)  Curtis  Clemmons  -  see  1981  report.  Patient  continues  to  do  well, 
no  side  effects  reported.  Arrhythmias  controlled. 

(7)  Linda  Hedley  -  see  1981  report 

(8)  Hans  Heckes  -  see  1981  report.  No  symptoms.  Amiodarone  was 
discontinued  on  9  March  1982  because  of  the  clinical  opinion  that  the 
arrhythmias  were  associated  with  acute  myocarditis  and  that  the  likelihood 
of  arrhythmias  now  are  small.  The  patient  will  be  see  in  follow-up. 

(9)  Leana  Fisher  -  539-44-8314.  Amiodarone  discontinued  on 
27  September  1981.  Ventricular  tachycardia  recurred  February  1982; 
amiodarone  was  restarted  for  two  weeks  and  was  discontinued  on  10  March  1982 
because  of  photophobia. 

(10)  William  Liverman  -  see  previous  report.  The  patient  was 
discontinued  on  25  April  1982  because  of  fatigue,  malaise,  nystagmus,  poor 
coordination  and  failure  to  control  arrhythmias.  He  is  currently  doing  well 
on  another  experimental  antiarrhythmic. 

(11)  James  McMahon  -  036-07-6469  -  72  year  old  male  with  aortic 
stenosis  and  ventricular  tachycardia.  The  patient  was  started  on  amiodarone 
on  17  April  1982.  He  underwent  aortic  valve  replacement  on  19  April  1982 
and  continues  to  do  well  on  therapy. 

(12)  Clark  Norman  -  005-32-1986  -  45  year  old  male  with  coronary 
artery  disease  and  ventricular  tachycardia.  Following  administration  of 
amiodarone,  the  patient  had  three  episodes  of  ventricular  tachycardia 

on  successive  days.  He  has  been  discontinued  because  it  was  felt  that 
the  amiodarone  facilitated  a  ventricular  tachycardia. 


DA  m  2496 


FREVIOUt  EDITIONS  WILL  ■■  USED 


HSHL-MC  (10JAN83) 

SUBJECT:  Annual  Progress  Report  FY  82,  Clinical  Investigation 

Program  Work  Unit  11217  "Evaluation  of  Amiodarone 
for  Cardiac  Arrhythmias" 


(13)  Charles  Collins  -  20-218-24-5046.  A  46  year  old  male 
with  coronary  artery  disease,  post  myocardial  infarction  in  1975  with 
recurrent  symptomatic  ventricular  tachycardia.  The  patient  has  been 
refractory  to  conventional  antiarrhythmics  and  to  flecanide.  Amiodarone 
was  begun  on  3  November  1982.  The  patient  continues  to  do  well. 

(14)  Herbert  Lawrence  438-50-5752.  A  45  year  old  male  with 
ischemic  cardiomyopathy,  and  ventricular  tachycardia.  The  patient 
was  intolerant  to  conventional  antiarrhythmics.  He  was  started  on 
amiodarone  on  16  June  1981  for  control  of  his  arrhythmias,  however, 

he  had  a  stroke  and  died  on  1  January  1983.  It  is  not  felt  to  be 
secondary  to  amiodarone  therapy. 

(15)  Masters,  William  -  361-03-0167.  A  63  year  old  white  male 
had  a  large  anteroseptal  infarction  with  refractory  ventricular  tachycardia 
He  died  of  ventricular  fibrillation  24  December  1981,  five  days  after 
addition  of  amiodarone  therapy. 

(16)  Leonard,  Grace  -  061-12-1286,  a  67  year  old  female  with 
ventricular  tachycardia,  post  myocardial  infarction.  Started  on 
Amiodarone  10  November  1982,  because  of  nausea  and  anorexia,  the  dose 
has  been  decreased  to  400mg  a  day.  The  patient  is  doing  well. 

(17)  Shomion,  Arthur  -  257-60-2229,  A  70  year  old  male  with 
ischemic  cardiomyopathy,  and  ventricular  tachycardia.  Amiodarone 
started  15  November  1982.  The  patient  continues  to  do  well. 

(18)  Hughlett,  Richard  -  215-09-2531:  A  67  year  old  male 
with  coronary  artery  disease  and  ventricular  tachycardia.  Began 
amiodarone  10  November  1982  and  the  patient  continues  to  do  well. 

(19)  Brewster,  James:  A  54  year  old  white  male  with 
coronary  artery  disease,  ventricular  tachycardia.  Amiodarone  started 
15  November  1982.  The  patient  is  doing  well. 


LTC ,  MC  " 

Director,  Coronary  Care  Unit 
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Date:3  JAN  83  Wow  Cmit  Ko.:  #1218 


Start  ira  Date:  15  NOV  82 


_ (Status:  Inteium  x  Final 

ate  of  Completion:  Onaoin 


Keywords:  _  _ 


Title  cf  Project:  Cardiac  Manifestations  of  Polymyositis 


Principal  Investigator's):  William  J.  Oetgen,  MD _ 


Associate  Ihvestigator(s):  James  E.  Pavia,  MD 


Facility:  VSAT  Dept/Svc:  Cardiology/WRAMC 


Accumulative  fEOCASE  Cost:  |  Accumulative  Contract  Cost:  Accumulative  Supply  Cost: 

_ $345.00-  (Routine  patient  care) 


FY-83  f-SJCASE:  Contract  Cost:  Supply  Cost:  Date  of  Committee  Approval  Of 


Annual  Progress  Report  n/a 


TEchn ; cal  Approach : 


No  Change 


Progress  Dup.uk;  FY-82: 

No  patients  were  admitted  to  study  in  FY-1982 


flllMScR  OF  S>J3JECTS  STUDIED: 

FY-82:  Q  Total  (to  date):  5 _  Before  Completion  of  Study: 


Serious/Unexpected  Side  Effects  in  Subjects  Participating  in  ProjectCif  rone  so  state): 

None 


Conclusions: 


None 


Publications  or  Abstracts.  FY-82: 


None 
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DISPOSITION  FORM 

Cor  im  of  **»<■  form,  ho  AC  340-19;  th*  proponent  Honey  it  TAOO. 


RECSRENCE  OR  OCCICC  SYMBOL  I  SUBJECT 


HSHL-MC  I  Clinical  Investigation  Program 


TO  Clinical  Investigation**’0*  C,  Cardiology  Sve  OATB  26  NOV  82 

COL  DAVIA/ r j/63836 


cam 


1.  Clinical  investigation  program,  work  unit  #1220,  Efficacy  of  Nifedipine 

in  the  Management  of  Angina  Pectoris  was  initiated  by  MAJ  Fayaz  A.  Shawl,  MC. 

2.  The  project  was  terminated  as  of  30  June  1982  for  two  reasons: 

a)  The  drug  under  investigation,  nifedipine,  was  released  on  the 
commercial  market  several  months  ago. 

b)  MAJ  Shawl  became  a  civilian— on  30  June  1982. 


JAMES  E.  DAVIA,  MD 
/COL,  MC 

'Chief,  Cardiology  Service 


PREVIOUS  EDITIONS  WILL  BE  UBIO 


Status:  I«TE;mi  XX  Final 


Date:7  Dec  82  llsy  Dj:t  f.'a. :  1221  _ 


STAR  nr JJ  Date:  1  Aug  81  Date  of  CcmETicri:  Unknown _ 


Key  IJords: 


Title  CF  PROJECT:  Clinical  Evaluation  of  AV  Sequential  Pacemaker 
and  Advanced  Functioning  Pacemaker. 


Principal  Iws$TiGATca(shDr  *  Ja“es  E  •  Dav ia  *  C0L  MC 


Associate  Invest igatorCs): 


Facility:  lflfflC 


FY-85  HEDCASE:  Contract  Cost:  Supply  Cost:  Date  of  Committee  Approval  Of 

Annual  Progress  Report 


_ 

Accumulative  rECCASE  Cost:  Accumulative  Contract  Cost:  Accumulative  Sjfply  Cost 

0  _  _ _ • _ _ 


-  -j 


Stuoy  03J5CTIVE:  To  test  clinically  an  AV  sequential  pacemaker  and 
an  advanced  function  pacemaker. 


TECHNICAL  Approach:  Implantation  and  followup  of  pacemaker. 


Progress  Curing  FY-82: 

'  Five  AV  sequential  pacemakers  implanted. 

f‘u.-ass  of  Subjects  Studied: 

FY-82j _  Total  (to  date)^ _ 5 _ Before  Completion  a-  Stuoyj _ 

SeriousAInexpected  Sice  Effects  in  Subjects  Participating  in  ProjectCif  nuns  so  state): 

None 

Conclusions:  xhe  A-V  sequential  pacemaker  has  functioned  normally 


Publications  or  Abstracts.  FY-82: 

None 


31 


X 


"Date:11  Nov  19^fa:rf;o.: 
Start  j.\5  Date:  18  Jan  1982 


1223 


Status:  Interim 


Fi  :‘jol 


Date  of  CtmcTicsi:  15  May  1982 


Kcy  5 teas:  Cardiovascular  Screening  Evaluation  in  Asymptomatic  Males 

Tttle  CF  PROJECT:  ^Piglt^lti-Sl^e^ar^ovascul^yScieen^g  gvglugtjo^t^st 
Personnel  Over  the  A§e  Forty.- 


PaifiCIPAL  ltf/£ST(GATCa(S>: 


Jerel  M.  Zoltick,  M.D.,  John  Patton,  PhD,  James  Vogel, 


PhD 


.  ,  ,  .  James  Davia,  M.D.;  Julius  Bedynek,  M.D.  PhD 

Associate  IweSTfCAT03(s) : _  _ _ _ 


Facility:  IRAMC/Dunham  Health  1  Dept/Svc:  Medicine/  Cardiology 


Accumulative  ffiGcSFEcCT:  Coktrac t  Cost: 

none  f  rom  HSC 


none 


FY-85  fJECCASE:  Contract  Cost:  Supply  Cost: 


Accumulative  Supply  Cost:  ^  ^83 

approx  $10,00(3  for  nuclear  studie 


- 'coat  earns  Srom-  genet ai  clinical  fundi 

Date  OF  G34MJTTEE  A?Wi oval  Ur  S2000  for  overtir 


Annual  Progress  Repost 


$2000  for  overtir 
_£tom  Hosp  funds. 

-Htia. 


Study  Osjective: 


To  determine  extent  of  Coronary  artery  .disease  in  an  asymptomatic 


_ Population, _ _ _ - _ _ 

TECHriiC/L  ApppoaocTo  identify  cardioartery  disease  in  asymptomatic  males 
over  the  age  of  40,  a  dardiovascular  screen  was  performed  on  249 
a rtivo  Hnty  military  volunteers.  (continued  on  the  attached  sheet . ) 

PROGRESS  RjP.lhO  FY-82:  •  Clinicai  testing  performed  15  Jan-4Feb  1982 

Nuclear  Testing  1  March-30  April  1982 

_ _ : _ Corona r-y  angiography  1  May~2PM?y  1982 _ _ 

Kur3=a  0?  Sj3jscts  Studied: 


FY-82:  249  Total  (to  pats):  249  Before  Cosrletkw  of  Studyj. 


Serious/Unsxrscteo  Side  Effects  hi  Subjects  Participating  hi  ProjectCif  uxs  so  stats): 

none  . 

Conclusions: 

Using  a  multitude  of  testing  devices,  coronary  artery  disease  was  found 
23  individuals.  13  had  critical  coronary  artery  disease  in  which  5  eventually 
required  CABG  surgery  and  1  requiring  angioplasty.  There  were  no  complications 
during  any  of  the  testing  nor  followup  coronary  angiography  or  surgery. 

Publications  a?  Abstracts,  FY-82: 

Abstract (enclosed) :  Cardiovascular  Screening  Evaluation  To  Test  For  Coronary 

Artery  Disease  in  Asymptomatic  Males  over  the  age  of  Forty. 

Approved  for  publication:  Am  Journ  of  Card,  March,  1982. 

For  presentation  Am  Coll  of  Cardiology,  March  1982. 


Note*  Exact  funding  Requirements  came  from  USARIEM,  Natick,  Mass  for  the 

initial  study  at  Carlisle  Barracks,  Pa.  The  funding  for  the  Nuclear 
studies,  coronary  angiography,  and  coronary  artery  bypass (the  later  two 
were  not  part  of  the  3tudy,  but  were  recommended  by  cardiologists  and 
thoracic  surgeons  not  part  of  the  research  team)  came  from  general 
expenses  from  the  respective  departments.  The  only  added  expense 
was  overtime,  approx  $2000.  which  cams  from  general  hospital  funds  as  per 
General  Mendez. 


r 

: 


The  following  coronary  risks  were  evaluated  on  the  population: 
cardiovascular  history  and  exam,  family  history,  tobacco  history, 
ECG,  fasting  blood  sugar,  cholesterol,  cholesterol-  HDL  ratio, 
triglycerides,  percent  body  fat,  calculation  of  Framingham  risks 
index.  All  subjects  had  normal  treadmill  tests,  cardiokymography 
and  determination  of  maximal  oxygen  consumption.  Patients  with  an 
abnormal  treadmill  test,  i.e.,  greater  than  1  mm  depression  and/or 
abnormal  cardiokymography  underwent  further  testing:  fluoroscopy, 
exercise  value  study  and  reaionuclide  ventriculography.  Patients 
with  abnormal  results  were  referred  to  an  outside  Army  cardiologist 
(not  part  of  the  study)  for  recommendations  for  follow-up. 
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1  Status:  Interim  XX  Fi:»l 

Startk.3  Date:  January  1982  Date  of 

Completion:  June  198  2 

Key  VSords: 

Title  cf  Project: 

PROGRESSIVE 

PULMONARY  VASOSPASM  IN  RAYNAUD'S  DISEASE  AND 
SYSTEMIC  SCLEROSIS:  PREVALENCE  AND  RESPONSE 
- TO  NIFEDIPINE. _ 

Principal  Invest ioator(s):  John.  W.  Shuck,  MD ,  MAJ ,  MC 


Facility:  KRANC 

□ 

,laa-  J  . — ua-tfran , — miL, — ltl  ml _ 

Dept/Svc:  Cardiology 

Accumulative  PEDCASE  Cost: 

Accumulative  Cc: tract  Cost:  I 

Accumulative  Supply  Cost: 

0 

_ 

0 

■  0 

FY-83  HECCASS:  Contract  Cost:  Supply  Cost: 

.0  0  0 

1  Date  of  Committee  Approval  Of 

Annual  Progress  Report  pro  o  k  iqr'i 

1 

.  . 

vasodilator  Nifedipine. 


technical  Approach:  . .  .  .  ...  ... 

— - -  Clinical  and  non  invasive  evaluation  patients 

and  right  heart  catheterization. 


Progress  Chains  FY-82: 


Four  patients  studied  to  date,  FY-82. 


KuraEa  of  Subjects  Studied:  (projected) 

FY-82:  *  Total  (to  date):  4 _  Before  Completion  of  Study:16  addltional 

Serious/Umsxpected  Side  Effects  in  Suwects  Participating  in  Prcject(if  rone  so  siAte): 

None _ _ _ ■ _ . 

Conclusions:  Two  of  four  patients  found  with  pulmonary  hypertension. 

Two  of  these  two  patients  decreased  pulmonary  vascular  resistance 
with  Nifedipine;  the  two  remaining  patients  without  pulmonary  hyper¬ 
tension  had  no  inducible  pulmonary  hypertension  with  cold  pressor 
test . 


Publications  or  Abstracts.  FY-82: 

NONE 
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HSHL-MC  (27  AUG  82) 

SUBJECT:  WRAMC  WU#  1225:  " Intracoronary  Thrombolysis  With  Streptokinase" 

TO:  Clinical  Investigation  Service  FROM:  Dir,  CCU  DATE:  2  DEC  82  CMT2 

LTC  OETGEN/ rj/63836 


1.  Soon  after  this  protocol  was  approved,  the  FDA  approved’  streptokinase 
for  intracoronary  administration  on  a  non-protocol  basis. 

2.  Several  recent  papers  have  been  published  which  clearly  document 

the  efficacv  of  intracoronary  streptokinase  in  the  setting  of  an  acute 
M.I.  ' 

3.  Publication  of  the  results  of  this  study  would  be  unlikely. 

4.  No  patients  have  been  entered  in  this  study  to  date. 

5.  Request  that  this  study  be  terminated  and  that  HSC  (see  attached  DF) 
be  informed  of  this  termination. 


~  L  L  ■  - - •**} 


!  i  .  .  N 

WILLIAM  J /  OETGBN,  MD 
LTC ,  MC 

Director,  Coronary  Care  Unit 
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Starti.ls  Date:  Feb  1982 


Status:  Interim  XX  Final _ 


Datf  of  Completion:  Feb  1983  (est.) 


Key  Words:  _ _ ’  _ 


Title  cf  Project:  electrical  cardioversion  in  patients  taking 

DIGITALIS. 


Principal  Investigator's):  John  w.  shuck,  MD,  MAJ  MC _ 


Associate  Investigators) :  william  J.  Oetgen,  MD,  ltc  mc 


Facility:  MWC  I  Dept/Svc:  Cardiology 


Accumulative  f£0CAS£  Cost:  Accumulative  Contract  Cost:  Accumulative  Supply  Cost: 

1  0  0 


FY-83  rHCASS:  Contract  Cost:  Supply  Cost:  Date  of  Committee  Approval  Of 

Annual  Progress  Report  FEB  2  5 


Study  Objective:  Determine  the  incidence  of  significant  arrhythmias 

during  cardioversion  in  patients  on  digitalis. 


TECHNiCAL  Approach:  Determine  blood  digitalis  levels  at  time  of 
cardioversion  monitoring  arrhythmias  during  and  after  cardio- 


f'Uf'SSR  Or  SU3JECTS  STUDIED: 

FY-82:  0  Total  (to  date)  :  0 _  Before  Completion  of  Study:  30 

Serious/Uhexpected  Side  Effects  in  Subjects  Participating  in  Project! if  none  so  stats):  None 

Conclusions: 


Publications  or  Abstracts.  FY-82: 
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DISPOSITION  FORM 

For  um  of  thit  form,  t—  AR  340*15;  th«  proponent  4g»ncy  it  TACO 


REFERENCE  OR  OFFICE  SYMBOL  SUBJECT 


HSHL-MC 


Flecanide  Study  Protocol  R-818-037-WRAMC  WU  #1227 


_  .  DATE  W„1  , 

LTC  OETGEN/r j/63836 


1 .  Please  see  attached  letter  terminating  entry  into  WU  #1227  and  cancelling 
protocol. 

2.  One  patient  (Grace  C.  Leonard)  was  entered  into  study  by  emergency  approval 
prior  to  HSC  approval  (which  has  not  yet  been  received) .  This  patient  had  one 
episode  of  ventricular  tachycardia  on  protocol,  and  the  code  was  broken, 
indicating  that  she  had  been  receiving  placebo. 

3.  Because  R-818-028  (Open  label  Flecanide  protocol)  was  closed  to  admission, 
the  patient  was  started  on  Amiodarone  (WU  #1217)  and  has  done  well. 

4.  Please  terminate  WU  #1227  and  inform  HSC  of  this  termination. 


WILLIAM  J.A'OETGCTA  MD 
LTC ,  MC  L/ 

Director,  Coronary  Care  Unit 


DA  m  2496 


PREVIOUS  EDITIONS  WILL  SE  USED 


gwnwpT  mufTtHc  omu; 


DISPOSITION  FORM 

Per  un  of  tfitt  form,  me  AR  340-18;  ttM  proponent  iginey  it  TAQO. 

REFERENCE  OR  OFFICE  SYMBOL 

SUBJECT  WRAMC  WU  #1228 

A  Placebo  Controlled  -  Double  Blind  Evaluation  of 

HSHL-MC 

Oral  Amrinon*-. . 

TO  C,  Clinical  Investigation*0**  W.J.  Oetgen,  MD  OATe  1  DEC  82  orri 

LTC  OETGEN/ rj/638 36 

1.  The  sponsoring  pharmaceutical  company  terminated  entry  of  patients  into 
this  study,  prior  to  final  approval  of  WRAMC  protocol  #1228. 

2.  No  patients  were  admitted  to  this  WRAMC  protocol.  Several  patients 
were  referred  from  WRAMC  to  the  Washington  VA  Hospital  where  they  entered 
this  study  under  a  VA  protocol. 

3.  Request  that  this  study  be  terminated. 

lilM.OlJcfc,.. 


MU' 


WILLIAM  J. /OETGEN,  ME" 

LTC,  MC  17  /, 

Director,  Coronary  Care  Unit 


DA  m  2498 


frevious  aoiTiOMS  will  und 


/  AD- A 1 29  242  ANNUAL  PROGRESS  REPORT  FY-82  VOLUME  I(U)  WALTER  REED  9/Jf> 
ARMY  MEDICAL  CENTER  WASHINGTON  DC  T  M  BOEHM  1982  * 


UNCLASSIFIED 


F/G  6/5 


NL 


MICROCOPY  RESOLUTION  TEST  CHART 

NATIONAL  BURIAU  OF  STANDARDS  1963- A 


DISPOSITION  FORM 

For  m  of  tfii*  form,  mo  AR  340-19;  ttio  proponent  *ancy  f«  TAGO. 


REFERENCE  OR  OFFICE  SYMBOL 


C,  CIS 


Dir,  CCU 


9  FEB  83 

LTC  OETGEN/r j/63836 


1.  Please  see  attached  letter  from  Riker  Laboratories,  Inc. 

2.  Four  patients  were  admitted  to  this  protocol.  Two  patients  had 
recurrent  ventricular  tachycardia  while  taking  flecainide,  and  they 
were  taken  off  the  drug. 

Two  patients  (Leana  Fischer  and  William  Liverman)  have  continued  to 
take  the  drug  and  are  doing  well. 

3.  As  per  attached  letter,  no  new  patients  will  be  admitted  to  this  drug 
protocol  until  enrollment  is  resumed  by  drug  company. 

4.  The  attached  abstract  was  accepted  for  poster  presentation  at  the 
American  Federation  for  Clinical  Research  meeting  in  Washington,  D.C. 
April  1983. 

5.  A  full  draft  of  this  report  will  follow. 

6.  Please  confirm  that  full  HSC  and  SGO  approval  has  been  granted  for 
WU  #1229/  we  do  not  have  written  documentation  of  this  fact  in  our 
file  although  it  has  been  acknowledged  verbally  by  Mrs.  Ervin. 


WILLIAM  J.  OffTGEN,(_Mb 
LTC,  MC 

Director,  Coronary  Care  Unit 


DA  at  2496 


PRtVIOUS  COITIONS  WILL  St  USIO 


'  mwriMC  or?  I  Cl:  I  M2-  171-7 1 1 


Date:  250ct82  |  Kay  fotT  No. :  T311 


Status:  IhTlrih  x  F ixx_ 


Starting  Date:  29  March  1974 


Key  VipRDS:  Resin/Thyroid  Storm _ _ _ 

Title  cf  Project:  Treatment  of  Thyroid  Storm  with  Anion  Exchange  Resin 


Prikcipal  hwesTiGAToaCs):  Kenneth  D .  Burman,  LTC,  MC 


Associate  IuvestiCatorCs) :  Leonard  Wartofsky,  COL,  MC 


Facility:  WVfiC 

□ 

Dept/Svc:  Oept  of  Med/DCI/KKU 

Accumulative  fSEOCASE  Cost: 

Accumulative  Contract  Cost: 

Accumulative  Supply  Cost: 

FY-85  rHJCASE:  Contract  Cost:  Supply  Cost: 

Date  of  Committee  Approval  Of 

Annual  Progress  Report  ....  ..  . 

. . J 

1 —  .. 

M » U'J  I  l|<L)  »  — 

anion  exchange  resin  in  a  patient  requiring  immediate  removal  of  these 


1TEcwI?c/I.$A0?roach :  Venous  catherter  is  placed  in  the  patient,  peripheral  blood 
is  peTCUlated  through  this  catherter  with  a  venous  to  venous  ana stroma so sis 
and  a  column  containing  resin  is  interposed  between  the  venous  channels  and 

Progress  Durihs  FY-82:  It  should  be  mentioned  that  no  patient  has  been  entered 
on  this  protocol.  However,  since  thyroid  storm  is  a  potentially  life 
threatening  ci  rumstance,  we  would  like  to  have  this  protocol  on  record  in 
ttilKSER  OF  Su3JECiS  STUDltD: 

FY-82: _  Total  (to  date)j _  Before  Completion  a-  Study:  1-3 


SeRIOUS/UnSXPECTED  SlDS  EFFECTS  IH  SU3JECTS  PaRTICIPATIHG  III  PiTOJECtCi?  UO.NE  SO  STATE): 


CosausiOfis:  None  yet . 


Publications  or  Abstracts.  FY-82:  None  yte. 

Technical  Approach  (continued)  :  this  venous  channel  will  filter 
out  the  thyroid  hormones. 

Progress  During  FY-82  (continued):  a  continuing  fashion  to  be 

available  in  case  such  a  patient  did  come  in  the  hospital. 
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Date:  8  Oct  821  Work  I>:it  fia.:  1354  1  Status:  Ik  renin _  PQP£X 


Start  ir.G  Date:  3  Nov  1976  Pate  of  Co’M.etic:i:  30  Sept  1983 


Key  Words:  Testosterone,  Estradiol,  Binding  Globulin  _ 


Title  cf  Project:  Purification  of  Testosterone  Estradiol  Binding  Globulin 


Principal  I?r/EsncATsa(s?:  Robert  A.  Vigersky,  m.d.  _ 


Associate  IwesTtOATaa(s) 


Study  Objective: 

See  Attached 


TEchm-cal  Approach: 

See  Attached 


Progress  Cur t no  FY-S2: 

See  Attached 


fiU-ScR  OF  Su 3JECTS  STUDIED: 

FY-82:  Not  Aonl.  Total  (to  date): 


Before  Completion  of  Study: 


SERICUS/UnSXFSCTEO  SlOE  EFFECTS  If(  SUBJECTS  PARTICIPATING  III  PiTCJECT(  IF  NONE  SO  STATE): 

Not  Applicable 


Co  .Jjjcjs.  Purification  of  TEBG  has  been  accomplished  and  the  present  aim 
is  to  use  this  to  construct  a  radioimmunoassay. 


Publications  or  Abstracts.  FY- -32: 

None 
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Work  Unit  No:  1354 


Study  Objective:  To  purify,  characterize,  and  develop  a  radioimmunoassay 
for  TEBG.  This  binding  protein  controls  availability  of  sex  steroids  to 
breast,  skin  and  prostate. 

Technical  Approach:  Sequential  use  of  concanavplln  A  in  affinity 
chromatography  and  preparative  polyacrylamide  gel  electrophoresis. 
Quantitative  analysis  of  the  progress  of  purification  by  the  use  of 
analytical  polyacrylamide  gel  electrophoresis  and  dextracharcoal  assay 
measuring  total  binding  capacity. 

Progress  During  FY82:  We  have  used  successfully  the  strategy  of  sequential 
purification  to  purify  TEBG  to  homogeneity.  The  last  few  months  have  been 
spent  by  using  this  strategy  to  accumulate  sufficient  quantities  of  the 
purified  proteins  to  inject  into  rabbits  for  the  formation  of  antibodies  and 
for  iodination. 


Date:  210ct82 


toy  Knit  ftp.:  1358 


Status:  Inter  ih  y  F  u:al 


Statute  Date: 


Date  of  Collet  i  on  : 


Key  Words:  Obesity/Fast  ing/T3  Receptors _ ' _ _ 

Title  cf  Project:  The  Effect  of  Obesity  and  Fasting  on  T3  Receptors  in  Mononuclear 
Cells 


Principal  I»/£STI6*ro«(s):  Kenneth  D.  Burman,  LTC ,  MC 


invtii  pj 

Facility:  MWE 

Vf  1  1 

3 

is  Keeler - - - — - -  | 

1  Dept/Svc:  Dept  of  Med/  Endo/KMU 

Accumulative  fTEDCASE  Cost: 

Accumulative  Contract  Cost: 

Accumulative  Supply  Cost:  j 

.  ...  1 

FY-83  rECCASE:  Contract  Cost:  Supply  Cost: 

Date  of  Committee  Approval  JQf  .  _ 

Annum.  Progress  Report  Ft  -  ■  ■ 

1 

- -  | 

Study  Objective:  To  determine  the  factors  that  are  associated  with  altered  T3 
action  and  receptor  bidning  in  peripheral  white  cells  and  obese  patients, 

both  in  the  fed  and  footing  state.  - — _ _ _ 

Technical  Approach:  A  T3  solubilized  receptor  assay  has  been  developed  in  which 
approximately  14-18  mis  of  blood  are  obtained  in  a  green  top  tube,  ficoll-hypaque 
gradiant  is  obtained.  The  mononuclear  ceils  are  obtained  in  this  manner  and 


Progress  During  FY-82:  T3  receptors  are  utilizing  unsolubilized  techniques  are 
normal  in  obesity  and  probably  unchanged  in  fasting  whereas  with  solubilized 

preparations  they  are  increased. _ _ 

flUMBER  OF  SUBJECTS  STUDIED: 

FY-82  :  20  Total  (to  date): _ 20 


Before  Completion  of  Study: 


30 


Serious/Unexpected  Sfde  Effects  in  Subjects  Participating  in  ProjectOf  none  so  state): 

None _ 

Conclusions:  T3  receptors  vary  depending  on  the  method  of  analysis,  but  they 
probably  decrease  during  fasting  and  use  unsolubilized  tecnhiques  and 
increased  during  fasting  using  solubilized  techniques. 


Publications  or  Abstracts.  FY-82:  JCEM,  volume  51,  page  106,  1980  and  Life 
Sciences,  1981  and  manuscript  submitted  to  Journal  of  CLinical  Endocrinology 
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Work  Unit  #  1358 


Technical  Approach  Cont'd: 

extracted  with  ammonium  sulfate  and  the  solubilized  preparation  of  thyroid 
hormone  receptor  is  used  to  determine  T3  and  T4  binding.  Utilizing  this 
technique  we  have  studied  approximately  20-25  patients  in  obesity  who  are 
obese  and  fasting  and  have  published  and  have  found  that  T3  receptors  are 
unchanged  during  obesity  and  may  increase  during  fasting.  However,  an 
alternative  method  of  performing  this  technique  is  now  being  investigated 
in  our  -aboratory  which  would  involve  isolation  of  the  mononuclear  cells 
on  ficoll-hypaque  gradiant  but  not  to  solubilize  them  but  just  put  the 
white  cells  into  binding  tubes.  This  assay  gives  different  results  than 
earlier  noted  and  that  we  are  in  the  process  of  repeating  these  studies 
on  a  separate  group  of  20  obese  patients.  It  should  be  noted  that  this 
assay  requires  approximately  40  mis  of  blood  where  as  the  earlier  assay 
only  required  20  mis  of  blood.  In  general,  our  approach  will  be  to  perform 
the  assay  on  days  4  and  5  of  the  fed  period  and  days  6  and  7  of  the  fasting 
period . 
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1 

12  Oct82 

Unit  No. 

SrATUS:  [uteri 


Start  ilg  Date:  26  April  1977 _ Date  cp  Couplet  ion:  30  September  1983 

Key  Kords:  Phosphate,  Vitamin  D  Metabolism _ _ 

TliLE  Of  PfiOJiCT:  Effect  of  Dietary  Phosphate  on  Serum  Levels  of  Vitamin  D 
Metabolites  in  Hypoparathyroidism 


Principal  InvestigatorCs):  H.  Linton  Wray,  COL,  MC 


Associate  IiiVESTl6AT0a(s) :  Joseph  Bruton,  Ph.D.,  Ira  Mehlman,  LTC,  MC 


SjwteJEcnyj:  See  Attached 


Technical  Approach: 


See  Attached 


Progress  Dual no  FY-82: 


See  Attached 


NUMBER  OF  SUBJECTS  STUDIED: 

FY-82:  0  Total  (to  date): _ 8 


Before  Completion  of  Study:  iq 


SERiCUS/UfleXPECTEO  SlDE  EpFECS  IN  Su3JECTS  PARTICIPATING  IN  PR0J£CT(iF  RONS  SO  STATE): 
None 


Conclusions: 


Deferred 


Publications  or  Abstracts.  FY-82: 

Wray  HL,  Mehlman  I,  Sheldon  GM,  Butler  VM,  Dawson  E,  Bruton  J.  Effect  of  Dietary 
Phosphorus  Restriction  and  Magnesium/Aluminum-Containing  Antacid  Treatment  on 
Serum  l,25(OH),D  in  Pseudohypoparathyroidism  in  Vitamin  D-Chemical.  Biochemical 
and  Clinical  Endocrinology  of  Calcium  Metabolism.  Eds  Normari  AW,  Schaefer  K,  Herrath 
DV,  Grigoleit  H-G,  pp.  665-667,  Walter  DeGruyter  Publishing  Company,  New  York,  1982. 
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Work  Unit  No:  1368 


Study  Objective:  To  determine  if  serum  levels  of  25-OH-D  (25  hydroxy-vitamin  D) , 
24, 2 (OH)  D  (24,  25-dihydrodxyvitamin  D)  and  l,25-(OH)2~D  (1,25-dihydroxy  vitamin  D) 
are  changed  by  short-term  manipulation  of  dietary  phosphate  intake  in  hypo- 
parathyroid  patients. 

Technical  Approach:  The  15  day  protocol  consists  of  2  days  on  normal  phosphate 
intake  (1.0  g  of  phosphorus),  10  days  on  low  phosphate  Intake  (0.5  g  of  phosphorus) 
and  3  days  on  high  phosphate  intake  (1.5  g  phosphorus).  During  the  period  of 
phosphate  restriction,  phosphate-binding  antacids  will  be  given.  Sera 
inorganic  phosphate,  ionized  calcium,  total  calcium,  magnesium  and  creatinine 
and  plasma  25-OH-D,  24,  25-(OH)2D  and  l,25-(OH)2~D  will  be  determined. 

Progress  During  FY82:  A  careful  analysis  of  our  study  of  dietary  phosphorus 
restriction  in  pseudohypoparathyroidism  was  published  (attached).  The  results 
of  our  assay  of  1,25-(0H)2D  in  eight  patients  are  being  compared  to  the 
values  obtained  in  another  laboratory  on  the  same  sample.  When  this  analysis 
is  completed,  the  direction  of  this  protocol  will  be  defined  (i.e.,  report 
the  present  data  or  study  several  more  patients) . 


1 
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_ 1  Status:  Ikterih _ 

Datec?  Co^ut  i  c:i :  30  SePc  1985 


Date:  8  Oct  81 


'..'py  Us  if  to.:  1370 


Start  i:.o  Date:  May  1977 


Key  libras:  Thyroid.  Estrogen.  Receptors _ 

Title  cf  Project:  Sex  steroid  receptors  in  the  human  thyroid  gland 


Principal  lfr/s$TiGATca(s>:  Robert-  A.  Vlgersky.  M.D. 


ASSCCIATE  iKVSSTIGATOaCs) : 


Facility:  VIRA’-IC 

Dept/Svc:  Kyle  Metabolic  Unit 

Accumulative  PEGCASS  Cost: 
None 

Accumulative  Contract  Cost: 

None 

Accumulative  Sjpply  Cost: 
$699.15 

FY-83  i-SCASE:  Contract  Cost:  Supply  Cost: 

__3 _  ,  $5Q,Q _ J$J.  .DQQ_ 

Date  of  Committee  Approval  fl 
Annual  Progress  P.epcrt  Fed 

lr*25  1983 

Stuoy  Objective: 

See  Attached 


TCcwucal  Approach: 

See  Attached 

PROGRESS  C'JRIfiG  FY-82:  •—  -  -  ™ 

See  Attached 

Number  of  Subjects  Studies:  ”  ~ 

FY‘82j _  Total  (to  date)j _  Before  Completion  of  Stuoyj _ 10 

Ser i cu3 ALnexpecteo  Side  Effects  in  Subjects  Participating  in  ProjectCif  ko-ne  so  state): 

None 

Co'’f"L  US  l  fi'fS  • 

'  Methods  have  been  perfected  with,  other  tissues  and  the  plan  is 
to  access  the  patients  into  the  study  over  the  succeeding  2  to  3  years. 


Publications  or  Abstracts.  FY-82: 


None 


Work  Unit  No:  1370 


Study  Objective:  To  determine  whether  the  increased  incidence  of  thyroid 
disease  seen  in  women  is  due  to  abnormalities  in  the  receptor  for  estrogen 
and/or  androgen  in  their  thyroid  glands. 

Technical  Approach:  Physio-chemical  characterization  of  the  sex  steroid 
receptors  to  determine  if  any  differences  are  present  which  may  indicate  a 
pathophysiology  of  the  thyroid  disorder. 

Progress  During  FY82:  None 
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Date: 

Haase  1>»t  ffn.:  1-J7U 

1  Status: 

[i'.miH  y  F  i  "a- 

Start  t:.s  Date: 

N/A  _  P'‘T^  c? 

Collet  i  on 

- _ ILL A _ 

KEY  IbffiJS:  Tn  for»M 1  -1  !-.g/Ta«T.fi«T.«rnn« _ _ _ 

Title  cf  Project: 

Evaluation  of  testosterone 

reserve 

in  infertile  men 

: 


Principal  Ifr/gsncATca(s>: 


Al>an  H.  Glass.  MD .  LTC .  WC 


Facility:  WRAYC  1  Dept/Svc:  KMO 

Accumulative  f£GCAS£  Cost: 

FY-S5  j'£CCAS£:  Contract  Cost:  Supply  Cost: 

1  4.000  _3 . 500 

Date  of  Co-v-iittee  Approval  0?9  - 
hi  mail  Prooress  Report  c  - 

Study  Objective:  To  explore  androgen  production  in  various  categories  of 

infertile  men. 


TlfflU Measurement  of  serum  hormone  levels  during  tests  of 
pituitary-testicular  function. 


Pecopess  C-jr ! :;o  FY-f.2 :  Approximately  6  new  patients  studied.  Data  analysis 

currently  being  completed  for  preparation  of  new  abstract  and  paper. 


flu.--3c.-i  OF  SUBJECTS  STUDIED: 

FY-82:  6  Total  (to  pats)  :  80  Before  Cckpletic.'!  of  Study:  100 

ScS  1 0U3 Al.'.'c XFcCTcD  SjOi  EFFECTS  I!l  SUBJECTS  PA’TICIPATIi'S  Ifl  P.TOJiCT(ir  i'.or.i  SO  STATE): 

None 

Co.;.-cl'J3ic:i3:  Leydig  cell  Impairment  is  common,  but  mild,  in  men  with  oligo¬ 

spermia.  Mechanism  of  decreased  androgens  is  very  complex  and  heterogeneous. 


Publications  or  Abstracts.  FY-32: 

Fertility  Sterility  38:92,  1982 
Additoinal  abstract  in  preparation 
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Date:  15Sep82  \igy  Unit  fio. :  1379 _ ^Status:  Ihte ?!t?-|  x Fi ::a. 

Stash m;  Date:  n/a _ _ _ Date  ok  Ccy<KtTic:i:  n/a 

Key  Ifcsas:  puberty,  undemutrition _ _ 

Title  CF  Project:  Effect  of  post-weaning  undemutrition  on  reproductive 
hormones  in  rats 

Principal  !k'.T:STIC-atqrC$>:  Allan  Glass  MD  LTC  MC 


Associate  Invsstigatqr(s): 


Facility:  KRANC 


Dept/Svc:  Endocrinology-Metabolism 


Accumulative jcDCASE  Cost:  Accunsaativs  Contract  Cost:  Accumulative  Supply  Cost: 


FY-C  3  r‘£CCAS£:  Contract  Cost:  Supply  Cost: 

_A _  _27,000  .  15^000 


Date  of  Cc-.'v.t  tee  Approval  Df. 

Annual  Progress  Report  FeB  2  5  1983 


STUDY  Objective:  to  explore  the  effects  of  undemutrition  in  rats  on  endocrTne 
function. 

THOM i CAL  Approach  :  Measurement  of  serum  hormones  and  endocrine  function 

tests  in  undernourished  and  control  rats. 

PROGRESS  Putins  FY-82:  Highly  productive.  3  major  experiments  on  testicular  function 
in  nephrotic  rats  completed;  also  4  experiments  on  thyroid  function  in  these  rats, 
work  in  these  areas  ongoing.  Also  completed  study  of  puberty  on  low  protein  diet. 

Kipssa  of  Subjects  Studied:  n/a 

fY"82^ -  Total  (to  DATc)j _ _  Before  Completion  Study: _ 

Ser iaj s/Unexpected  Side  Effects  in  Subjects  Participates  in  P,toject(if  mdsa  so  stats): 

None 

Conclusions:  - - - - — 

Effect  of  undemutrition  on  endocrine  function  is  highly  complex  and 
does  not  fit  into  a  single  model  -  further  experiments  ongoing  to 
clarify  this  highly  interesting  area. 


Publications  or  Asstp acts.  FY-82: 

Papers  published:  Metabolism  31:538,  1982 

Endocrinology  110:1542,  1982 

Abstracts  presented:  Clinical  Research  30: 490A,  1982 

Am  J  Clin  Nutr  36:xviii,  1982 


Date:  Oct  S2  1  '..'as  C‘:it  f.‘a.:  1380 


Status:  Ikterin  x  Fi:>. 


Startup  Date:  19  October  1977 


Key  tfegas:  Thyroid  Hormone,  Cyclic  AMP,  Cyclic  GMP 


Date  of  CcyH-ETic-T:  30  September  1982 


Title  C?  PROJECT:  Effect  of  Thyroid  Status  on  the  Hormonally  Induced  Cyclic  AMP 
Responses  of  the  Kidney 


Principal  Ur/ssTiGATsaCs):  H«  Linton  Wray,  COL,  MC 


Associate  IiiveSTIGaTGR(s):  Wayman  W  •  Cheat  ham  .MA-J.MC.  Gerald  S  ■  Kidd.LTC.  MC 


Facility:  VRAM 

Dept/Svc:  Kyle  Metabolic  Unit 

ACCUMULATIVE  CoiiTRACT  COST: 
$7,000 

/^cumulative  Supply  Cost: 

$38  .M2 

FY-83  KEECASE:  Contract  Cost:  Supply  Cost: 
$5,000  $3,000  M^QOa 

Date  of  Committee  Approve  J).-.  . 
Annual  Progress  Report  FEb  a  o  1S83 

Study  Objective: 

See  Attached 


TEchm-cal  Approach: 

See  Attached 


Progress  Curing  FY-S2: 

See  Attached 


f!u.3cR  o?  Subjects  Studied: 

FY-82j _ 1_  Total  (to  date):  22  Before  CcN*.sno.'i  a-  Study:  30 

Sericus/Uhsxpscted  Side  Effects  hi  Subjects  Participating  iri  ProjectCif  hose  so  state); 

None 

frvn  !J3  rC'13 : 

— The  delayed  water  excretion  in  hypothyroid  patients  and  the  decreased 
fractional  excretion  of  phosphate  in  hyperthyroid  patients  are  not  associated 
with  demonstrated  changes  in  renal  responses  to  vasopressin  and  parathyroid 
hormone. 


Publications  os  Abstracts.  FY-82:  Am  Soc  Bone  Min  Res  (Abs)  p  S43,  1982  (attached) 


Work  Unit  No:  1380 


Study  Objective:  To  determine  if  the  renal  hormone  receptor  -  second  messenger 
systems  of  two  unrelated  polypeptide  hormones  are  affected  by  thyroid  hormone. 
By  measuring  nephrogenous  cyclic  AMP  during  parathyroid  and  vasopressin 
infusions  in  hyper-  and  hypothyroid  patients,  it  can  be  determined  if  thyroid 
hormone  influence  the  renal  cyclic  AMP  responses  to  these  hormones. 

Technical  Approach:  Hyper thyroid  and  hypothyroid  patients  will  be  admitted 
to  Ward  47  for  a  3  day  study  protocol  and  will  be  similarly  studied  after 
becoming  euthyroid.  During  each  admission  the  patient  will  undergo  two  3-hour 
renal  clearance  procedures,  one  with  PTH  infusion  and  another  with  vasopressin 
infusion. 

Progress  During  FY82:  The  data  on  the  N-terminal  PTH  levels  has  been 
analyzed  and  compared  with  the  C-terminal  PTH  levels  during  PTE  infusion 
in  hypothyroid  and  control  subjects.  All  study  results  are  being  used  in 
the  writing  of  four  papers  and  to  determine  the  need  for  future  studies.  The 
PTH  infusion  data  in  two  patients  with  borderline  hypothyroidism  was 
published  in  an  abstract. 


Date:  8  Oct  82  ‘.tost  Cvit  fla.:  1381 

I  Status:  &X3W0  Fk  a 

Starting  Date:  24  Mav  1977  Date  of 

Co'H.ETicn:  30  Sept  1982 

Key  VbsDS:  Estroaen.  Receptors.  Thyroid 

Title  cf  Project:  Estradiol  receptors  in  rat  thyroid  glands 


Principal  I;r/gsriCATca(s):  Robert-  A.  Vigersky,  M.D. 


Associate  IhvestigatorCs): 


Facility:  VRAJ!C 

Dept/Svc:  Kyle  Metabolic  Unit 

Accumulative  rEGCASE  Cost: 

1  Accumulative  Contract  Cost: 

Accumulat i vs  Supply  Cost: 

None 

None 

$1,759. 

FY-83  rSXAS£:  Contract  Cost: 

Supply  Cost: 

Date  of  Committee  iVppsyali_0- 
/'.nnual  Progress  P.epcrt  FEB  2  5  79ftt 

t 

Study  Objective : 

See  Attached 


TECHHiCAl  Approach: 

See  Attached 


Progress  Cua i no  FY-82: 

See  Attached 


flii'Sed  Or  Su3JECTS  STUDIED: 

FY-82:  Not  Appl '  Total  (to  date):  _  Before  Completion  a-  Studyj _ 

Sericus/Unexpecteo  Side  Effects  in  Su3jects  Participatihg  in  ProjsctCif  lone  so  state): 

Not  applicable 

Conclusions:  While  preliminary  studies  show  that  estrogen  receptors  do  exist 
in  the  thyroid  of  both  male  and  female  rats  which  are  similar  to  those  of 
estrogen  receptors  in  other  tissues,  the  Impetus  to  continue  these  studies 
has  greatly  diminished  thus  the  protocol  will  be  terminated. 


Publications  or  Abstracts.  FY-S2: 

None 
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Work  Unit  No:  1381 


Study  Objective:  To  study  the  nature  of  the  estrogen  receptor  in  the  rat 
thyroid  so  that  these  studies  can  be  used  as  a  model  for  examining  similar 
receptors  in  the  human  thyroid. 

Technical  Approach:  Determination  of  the  binding  capacity,  affinity, 
steroid  specificity,  net  size  and  charge,  sedimentation  coefficient,  etc. 
of  the  receptors  obtained  from  the  cytosol  of  male  and  female  rats  of  varying 
age. 

Progress  During  FY82:  None 
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Date:  8  Oct  198 


Starting  Date:  24  May  1977 


Status:  [kteimh _  &KXK 


Date  of  Collet  ic.*i:  24  May  1983 


fey  Upsas:  Micro  puncture,  aeminlf  eroua  tubule _ _ _ _ _ 

Title  CF  Project:  Measurement  of  steroids  and  fluid  obtained  by  micropuncture  from 


rats  seminiferous  tubules  and  epididymes. 


Principal  hr/gSTlCAToaCs?:  Robert  A.  Vigersky.  M.D. _ 

As  see  [ate  InvesticatorCs):  None  _ _ _ 

Facility:  K3A'!C _ _ Dept/Svc:  Kyis  Metabolic  Unit _ 

Accumulative  f£0CAS£  Cost:  Accumulative  Cc;:tpact  Cost*.  Accumulative  Supply  Cost: 

_ <L _ _ Q _ _  $9.442.35 _ 

FY-83  rSXASE:  Contract  Cost:  Supply  Cost:  Date  of  Committee  Approval  Op 


A.nhual  Progress  Report" 


Study  Objective: 


Technical  Approach: 


Progress  During  FY-52: 


See  Attached 


See  Attached 


See  Attached 


NUMBER  Or  SUBJECTS  STUDIED: 

FY-82:  Not  appl .  Total  (to  date)  : 


Before  Ca**PLEna*:  a-  Study: 


Serigus/UnexaectcO  Side  Effects  hi  Subjects  Participating  iri  Project!  if  none  so  stat*)- 

Not  applicable. 

A  blood  testis  barrier  seems  to  prevent  methotrexate  and  cytosine 
arabinoside  from  entering  the  seminiferous  tubule.  The  testis  appears  to  have 

a  metabolic  function  for  adriamycin  so  that  inactive  adriamycin  enters  the 
seminiferous  tubule  fluid.  y  enters  tne 


Publications  or  Abstracts.  FY-82:  n . _ ,,  _ 

„ _j  n  Riccardi,  R.,  Vigersky,  R.A.,  Barnes,  S.,  Blyer,  W.A. 

^  f  k’  -,0  M^croPuncture  studies  of  the  blood  testes  barrier  to  methotrexate 
in  rats  Cancer  Research,  Vol  42:1617-1619,  1982.  metnocrexate 


Work  Unit  No:  1382 


Study  Objective:  To  quantitate  the  levels  of  steroids  In  the  seminiferous 
tubules  and  apididymes  of  the  rat  and  to  study  the  blood  testis  barrier  for 
the  steroids  and  other  substances. 

Technical  Approach:  Glass  micropipets  are  used  to  obtain  fluid  from  the 
above  sites.  The  focus  of  last  years  work  has  been  the  completion  of  these 
studies  to  detect  and  quantitate  the  blood  testis  barrier  to  the  antimetabolite 
methotrexate  and  cytosine  arabinoslde  and  to  begin  studies  with  adriamycin. 

Progress  During  FY82:  The  studies  on  methotrexate  and  cytosine  arabinoslde 
have  been  completed  and  substantial  progress  has  been  made  towards  performing 
similar  studies  with  adriamycin.  The  technical  assistance  of  Or.  Bedanarik 
whose  HPLC  method  for  detection  of  adriamycin  and  its  metabolites  has  made 
this  work  possible.  We  have  found  that  only  the  aglycone  of  adriamycin  is 
able  to  penetrate  the  blood  testis  barrier  thus  making  adriamycin  perhaps 
an  ineffective  agent  for  testicular  cancers. 
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Key  l&as: _ _ _ _ _ — . _ 

Title  CF  Project:  xhe  effect  of  ^1-1 -testolac tone  (teslac)  In  male  infertility 


Principal  IjwsstigatcaCs}:  Robert. A.  Vigersky,  M.D. 

Associate  Investigator^) : 

Facility:  VPAv.C 

Dept/Svc: 

Accti-aiLAnvE 

$2,001 

r£CCAS£  Cost: 

3 

ACCU ILLATIVE  CONTRACT  COST: 

$49,707.60 

Accumulative  Supply  Cost: 
$18,255.38 

FV-83  rECCASE:  Contract  Cost:  Supply  Cost: 

0  $1,500  $3,000 

Date  of  Cc.'mttee  Approval-Of,,  _  „ 
Annual.  Progress  Report  FEl1.  2  5  19B3 

Study  Objective: 

See  Attached 


TSchh-cal  Approach: 

See  Attached 


Process  Curing  PT-S2: 

See  Attached 

Hu,'3eR  Or  Su3JECTS  STUDIED: 

FY-82:  8  Total  (to  date):  25 _  Before  Completion  of  Study:  30 

S£R  1  CUS/U’iSXPSCTEO  SlOE  EFFECTS  HI  SU3JECTS  PARTICIPATING  Ifl  Pr.OJECT(lF  NONE  SO  STATE): 

None 


Co.'.cl'Jj [C.'is.  xeslac  and  tamoxifen  are  an  effective  combination  in  improving 
the  sperm  counts  and  fertility  in  men  with  idiopathic  ogliospermla.  The 
mechanism  by  which  this  occurs  appears  to  be  maximization  of  the  androgen/ 
estrogen  ratio. 


Publications  or  Abstracts.  FY-82: 


None 


Work  Unit  No:  1386 


Study  Objective:  To  improve  sperm  counts  infertility  in  men  with 
idiopathic  ogliospermia  and  to  study  the  mechanism  by  which  these  men 
have  diminished  sperm  counts. 

Technical  Approach:  LRH  and  HCG  tests  are  performed  before  and  at  Che 
completion  of  treatment  with  teslac  1  gm  per  day  and  tamoxifen  20  ml  per  day 
orally.  Semen  and  hormonal  parameters  are  monitored  monthly  as  well  as 
screening  for  the  toxicity  of  the  drugs. 

Progress  During  FY82:  An  additional  10  men  have  now  been  entered  into  the 
study.  The  results  of  the  hormonal  parameters  comparing  the  effects  of 
teslac  and  tamoxifen  to  teslac  alone  are  currently  undergoing  analysis.  The 
preliminary  analysis  of  the  semen  data  and  pregnancy  rate  indicates  that 
the  addition  of  tamoxifen  has  not  substantially  improved  either.  There  is 
an  improvement  in  sperm  count  in  approximately  90%  of  the  men  and  a 
fertility  rate  of  35%  in  the  couples. 
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Date:  210ct82 

Work  (wit  Ko.:  1391 

Status:  Interim  X  Final 

Starting  Date: 

January  1978 

Date  of  Completion:  19®2 

Key  Words:  T3 

Receptors 

Tm.E  cf  Project:  Regulation  of  the  Initiation  of  Thyroid  Hormone  Action 


Principal  br/ESTiCAToaCs):  Kenneth  D.  Burman,  LTC,  MC _ 

Associate  Investigators) :  Leonard  Wartofsky,  COL,  MC,  Keith  Latham,  Ph.D.,  Yvonne  Lukes 


Facility:  MRfflC 

Dept/Svc: 

Accumulative  nEOCASE  Cost: 

Accumulative  Contract  Cost: 

Accumulative  Sjpply  Cost: 

FY-83  rSXASE:  Contract  Cost:  Supply  Cost: 

Date  of  Committee  Approval  Of 

Annual  Progress  Report  FPR  2  5  tom 

_ 1 

1 _ 

Study  03J=ctiveI  To  investigate  the  mechanism  by  whlcfi  tTvj^bTJ'TTormones  exert 


their  activity. 

technical  Approach:  To  isolate  and  purify  thyroid  hormone  receptors  from  membranes 
and  nucli  from  liver  and  to  assess  their  purity  by  gell  electrophoresis  and 
HPLC.  These  receptors  are  then  purified  as  well  as  possible. 

Progress  Du?. if io  FY-82:  We,  in  conjunction  with  Dr.  Latham,  have  puriiiea  cne  T3 
receptor  and  are  presently  making  antibodies  against  this  protein.  It  appears 
the  receptor  is  made  of  3  components,  a  T3  component,  a  T?  preferring  component 

fhr'BER  Or  Sj3JcCTS  Studied:  Animal  Study  and  an  acetylase  perferring 

FY-82j _  Total  (to  date)j _  Before  Completion  of  STuoY:mp°nent ' 


ScRIOUs/Ukexpected  Side  Effects  in  Su3jhcts  Participating  in  Project(if  none  so  state): 

None _ ; _  •  _ 

Conclusions:  Receptor  has  acetylase  activity  in  the  amount  or  sU,'U0U  daltuns. 


Publications  or  Abstracts.  FY-82:  Presentation  at  the  American  Thyroid  Association 
September  1981  and  paper  by  Burman,  Lukes,  Latham  and  Wartofsky,  "Ipodate 
and  ANS  Block  Receptor  Binding  of  T3  in  Rat  Liver",  Hormone  and  Metabolic 
Research 
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Date:  210ct82  |  foy  font  fk).:  1395 


Stasti *.a  Date:  1978 


_ I  Status:  Ihterin  x 

Date  of  Collet  ion: _ 1982 


Key tb«as:  T3  Receptors/  Fasting _ 

Title  cf  Project:  T3  Receptors  in  Normal  and  Fasting  Rats 


Final 


Principal  InvestigatorCs): _ Kenneth  D.  Burman,  LTC,  MC 


Associate  Investigators):  Yvonne  Lukes 


Facility:  UWiC 

Dept/Svc: 

Accumulative  rEOCASE  Cost: 

Accumulative  Contract  Cost: 

Accumulative  Supply  Cost: 

FY-83  rEDCASE:  Contract  Cost:  Supply  Cost: 

Date  of  Committee  Approval  Of 

Annual  Progress  Report  FEB  2  S  iqcn 

.  .  ! 

1 _ 

Stuqv  Objective:  To  determine  if  T3  receptors  and  TsH  receptors  decrease 
during  fasting. 


tECHN* cal  Approach :  Thyroid  glands  are  isolated  from  20-40  rats  and  a  hemogenat e 
prepared.  TReT  membranes  are  isolated  in  1*25  and  TSH  is  added.  A  Scatchard 
plot  is  then  performed  and  number  of  receptor  sites  determine. 

Progress  Busing  FY-82:  We  have  performed  studies  on  approximately  iuu  rats 
during  the  fed  and  fasting  period  and  determined  that  the  number  of  TSH 
receptors  increase,  although  the  serum  TSH  levels  decrease. 

Dumber  of  Subjects  Studied:  ^at  stvK*y  ~ 

FY-82j _  Total  (to  date)j _  Before  Completion  of  Stuoyj _ 

SERlOUS/UflEXPECTED  SIDE  EFFECTS  IN  SU3JECTS  PARTICIPATING  IN  PnCJECT(lr  RONS  SO  STATE): 

None 

Conclusions:  Fasting  associated  with  the  number  of  TSH  receptors  in  ihe  thyroid 
gland.  We  are  presently  investigating  the  mechanism  by  which  this  occurs. 


Publications  or  Abstracts.  FY-82: 
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Date:  210ct82  Up^y  tS*J{T  No.:  1595 


I  Status:  Interim  x  Fika 


START ILS  Date; 


Key  tibRDS:  Glucose/T4  Conversion  _ _ 

Title  Cr  Project:  T4  to  T3  Conversion:  Effect  of  Modulation  of  Glucose 

Metabolism 


Principal  Ikvsstic-atqrCs): _ Kenneth  D .  Bunnan .  LTC .  MC 


Associate  lf!V6STrGAToa(s):  Robert  C.  Smallridge ,  LTC,  MC 


Facility:  ViRA'-'C 

Dept/Svc:  Dept  of  Med/KMU 

Accumulative  PEDCASE  Cost: 

Accumulative  Camber  Cost: 

Accumulative  Supply  Cost: 

FY-83  PH5CASE:  Contract  Cost:  Supply  Cost: 

Date  of  Committee  Approval  Of 

Annual  Progress  P,eport  crp  9  s  loai 

1 

Study  Objective:  To  study  the  mechanism  by  which  glucose  enahnces  T4_  to  Tf 
conversion  in  humans  and  in  rat  liver. 


Technical  Approach:  Hepatic  homogenate  is  obtained  or  hepatic  cells  are  isolated 
T4  is  added  to  these  preparations.  The  amount  of  T3  is  measured  by  radioimmuno- 
assay.  Various  modulations  both  in  vitro  and  in  vivo  to  rats  is  administered  (below 

Progress  During  FY-82:  We  have  shown  that  sulfhydryi  groups  in  glucose  increase 
enzyme  activity  and  are  exploring  the  mechanism  by  which  this  occurs. 


fiUTfiert  OF  SU3JECTS  STUDIED:  Rat  Study 

FT-82j _  Total  (to  date)j _ Before  Completion  of  Study: _ 

Serious/Unexpected  Side  Effects  in  Subjects  Participating  in  Project(if  hone  so  state): 
None 

Conclusions:  Glucose  enhances  T4  to  T3  conversion.  ~~ 


Publications  or  Abstracts.  FY-82:  None  Yet. 

Technical  Approach  (continued) :  and  determine  whether  T4  to  T3 

conversion  is  altered. 
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Date:  2lOct82 
Start!?.*!  Date: 


Way  Cm t  No.:  1396 
1978 


Status:  Interim  x  F 


Date  of  Collet  io,-r. 


1982 


Key  Words:  T4  to  T3  Conversion/ Somatostatin 


Title  cf  Project:  T4  and  T3  Conversion:  Effect  of  Somatostatin  Administration 


PRINCIPAL  InVESTIGATOrCs):  Kenneth  D .  Bnrman .  ITT.  MC 

Associate  InvesticatorCs) ? 


Facility:  WVMC 

Dept/Svc: 

Accumulative  rEDCASE  Cost: 

Accumulative  Contract  Cost: 

Accumulative  Supply  Cost: 

FY-83  rEBCASE:  Contract  Cost:  Supply  Cost: 

Date  of  Committee  Approval  Of 

Annual  Progress  Report  FtB  2  S  *»•» 

Study  03JSCTIVS:  To  determine  if  somatostatin  alters  T4  conversion  and  T3 
receptors  and  to  determine  if  somatostatin  receptors  are  altered  by  thyroid 

hormone-  levels. — — _ _ _ _ _ _ ... 

technical  Approach :  Somatostatin  receptors  are  measured  in  thyroid  and  pituitary 
gland  as  well  as  peripheral  red  cells  and  white  cells.  These  receptors  are 
measured  and  kinetics  analyzed  in  various  states  of  thyroid  function. 

Progress  During  FY-82:  We  have  had  difficulty  developing  an  assay  to  measure 
somatostatin  receptors  in  thyroid  and  pituitary  glands  and  we  are  not  sure 
at  the  present  time  whether  it  is  just  non-sepcific  binding . 

KumscR  Or  Su3JcCTS  Studied:  rat  study 

FY-82j _  Total  (to  date)j _ _  Before  Completion  o.-  Study: _ 

Serious/Unexpected  Side  Effects  in  Su3jects  Participating  in  ProjectCif  none  so  state): 

..None _ _ _ ; _ _ _ _ 

Conclusions:  None  yet. 


Publications  or  Abstracts.  FY-82:  None  yet. 


~ L... ii  n  1 
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Date:  20  Qct  Ifoiy  Unit  f«‘o. :  1397  _ (Status:  Interim  X  Fikai 

Startii-G  Date:  1979  _ Date  op  Completion: _ 1984 _ 


Key  torus: _ Metabolic  Condition/T3  Receptors _ _ _ 

Title  cf  Project:  The  Effect  of  Various  Metabolic  Conditions  on  T3  Receptors 
Circulating  Mononuclear  Cells 


Principal  Itb/ESTICATOrCs):  Kenneth  D.  Burman.  LTC .  MC 


Associate  IhvestigatorCs): 


Facility:  VSA'!C 

Dept/Svc: 

Accumulative  fSDCASE  Cost: 

Accumulative  Contract  Cost: 

Accumulative  Supply  Cost: 

FY-83  MCCASE:  Contract  Cost:  Supply  Cost: 

Date  of  Ccm.mittee  Approval  Of 

Annual  Progress  P>epcrt  rm  o  c  m,,-. 

U  ... 

1  LV  "  u  Ul.  J 

SrjQY  Objective:  To  determine  if  T3  receptors  in  white  cells  are  altered  in 
various  metabolic  conditions. 


Technical  Approach :  The  obtaining  and  separating  of  T3  receptors  by  i-icoli 
Hypaque  isolation  and  measuring  by  Scatchard  Analysis  of  T3  and  T4  receptors. 

Progress  During  FY-82:  We  have  investigated  using  solubilized  and  unsolubiiized 
techniques.  T3  receptors  in  diabetes  and  cirtical  illness  and  it  appears  that 
both  of  these  states  are  associated  with  decreased  number  of  receptors. 

Humber  of  Subjects  Studied: 

FY-82  :  20  Total  (to  date):  30 _  Before  Completion  a5  Study:  50 

ScRicus/Unexpecteo  Side  Effects  in  Su3jects  Participating  in  PrcjectCif  none  so  stats): 

None 

Conclusions: T3  receptors  are  decreased  in  circulating  white  cells.  ~ 


Publications  or  Abstracts.  FY-82:  Manuscript  submitted  to  the  Journal  of  Endocrinology 
and  under  evaluation. 


Date  :300c  t82 


'..'ORK  Cnit  f.‘o.:  1398 


Status:  f kter in  X  Fi:->. 


Starting  Date:  June  1978 


Key  \jo?.DS:  Hypocalcemia,  osteoblasts,  cancer 


Date  of  Collet ic:i:  30  September  1983 


Title  C?  Project:  studies  on  the  pathogenesis  of  hypocalcemia  in  tumors 
associated  with  osteoblastic  metastases 


Principal  I?t/ESTTGATCR(s) :  H.  Linton  Wray ,  C0L,MC,  Robert  C.  Smallridge>LTC,MC 
"  "  Marcus  Schaaf ,  M.D. , • John  Horton,  M.t). ,  Wayman  t-  ~ 

Asscciate  I.;vesTtCATC3(s):  T.Tr.(p)  ,Mr. _ _ 


Facility:  KVK C 


De?T/Svc:  gyle  Metabolic  Unit 


Accumulative  rcDCASE  Ccst: 
None 


Accusa-ativc  Contract  Cost: 
None 


FY-83  i-'£ECAS£:  Contract  Cost:  Supply  Cost: 
$5000  $?000  $2500 


Accusative  Supply  Cost: 
$8919 


Date  op  Cckhittss  Appr oval  Op 
Annual  Progress  Report  FFR  2  S  tqrI 


Study  Objective: 


See  Attached 


technical  Appro  ACM  * 


See  Attached 


Progress  Curing  FY-S2: 


See  Attached 


/!U'-'3eR  Or  Su3JECTS  STUDIED: 

FY-82j _ 2_  Total  (to  date)  :  0 _  Before  Ccis-letic.':  of  Study:  8 

Sericus/Unexpscted  Side  Effects  in  Subjects  Participating  in  ProjectCif  none  so  state): 
None 

Conclusions: 

Deferred 


Publications  o.r  Abstracts.  FY-32:  None 
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Work  Unit  No:  1398 
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Start i:j  Date:  May  1978 


Pate  of  Collet  ic.t  :  30  September  1983 


fey  ‘>.<y»3S:  Parathormone 


Title  C?  Project:  An  assessment  of  parathyroid  hormone  (PTH)  levels  in  normal 
subjects  and  in  patients  with  disorders  of  calcium  metabolism. 


{  Marcus  Schaaf,  MD,  Wayman  W. 

!  Associate  Investigates): 

Cheatham,  LTC(P),  MC 

Facility:  K3AKC 

Dept/Svc:  Kyle  Metabolic  Unit 

Accumulative  fcDCASE  Cost: 

Accu'-iulative  Contract  Cost: 

Accumulative  Sjpply  Cost: 

None 

None 

$9454- 

FY-85  KECCASE: 

$5000 


Contract  Cost: 
$1800 


Supply  Cost: 

. £?Q.Q.Q_,, 


Date  0?  Cgxmittee  Approval  Or 
hw;'L  Process  Report  FFm  2  5 


Stooy  03J5CT/\‘S:  To  establish  the  ranges  of  serum  PTH  levels  in  normal  subjects 
and  patients  with  metabolic  disorders 

Technical  Approach:  Venipuncture  for  blood  samples  to  measure  PTH  levels.  The 
Nichols  Institute  kit  has  been  utilized  in  the  past.  We  are  now  developing 
an  assay  using  antisera  of  proven  clinical  use  which  has  been  provided  by 


?£??•■■■-, r3  0'j.  if.G  FTA- Analysis  of  data  from  75  samples  showed  the  Nichols 
Institute  kit  assay  to  be  of  only  marginal  usefulness. 


fiiwscA  or  Subjects  Studied: 

FY-82:  30  Total  (to  date)j _ 1 10  Before  Couple  tic.*:  of  Study:  200 

Scf? i ousAJi'IzxpsctcO  Sioe  Effects  in  Subjects  Participating  in  Project^?  ta::-  so  state): 

None 

CONCLUSIONS: 

Deferred 


PUBLICATIONS  OR  ABSTRACTS.  FY'32: 


None 


r 


Date:  20  Oct  82 

Work  Umct  {fa.:  1300-78 

Status:  Ihteriw  x  Firm. 

Start ils  Date: 

1978  Date  of  Ccwletion:  1982 

Key  WbPus:  Triiodothyronine/ Immunoassay 

Title  cf  Project:  The  Development  of  a  Radioimmunoassay  of  Triiodothyronines 


Princiral  Investigator's):  Kenneth  D.  Burman,  LTC,  MC 


ASSOCIATE  UiveSTICATOR(s) : 


Facility:  VRPMC 

Dept/Svc: 

Accumulative  rEOCASE  Cost: 

Accumulative  Contract  Cost: 

Accumulative  Supply  Cost: 

FY-83  f-iEDCASE:  Contract  Cost;  Supply  Cost: 

Date  of  Committee  Approval  Of 

Annual  Progress  P.eport  t:  ;•  k  ictj 

...  ,.  1 

I 

such  as  T3  and  against  more  difficult  sophistocated  material  such  as  TSI,  T3 

receptor,  XSE  receptor _ _ _ _ _ _ _ _ _ 

Technical  Approach:  Rabbits  are  injected  with  conjugate  and  the  hapten  and  they 
are  bled  3-6  months  later. 


Progress  Curing  FY-82:  Antibodies  are  presently  being  generated  against  thyroid 
stimulating  immunoglobulin,  the  protein  which  causes  hyperthyroidism. 


Humber  of  Subjects  Studied:  Animal  Protocol  — — 

FY-82:  None  Total  (to  date) :  Mone  Before  Completion  of  Study: 

Serious/Uhexpscteo  Side  Effects  in  Subjects  Participates  in  Projector  hone  so  state): 
None _ 

Conclusions:  None  yet .  ~~  ~  ~ 


Publications  or  Abstracts.  FY-82:  None 
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Date:  8  Oct  82  '„>oy  U»::r  fo.:  1303-78 


Surds:  UKUOL 


F|:>. 


Starting  Date:  9  June  1978 


fey  Hypothyroidism,  Drug  Metabolism 


Pate  Or  Ca’H.ETrcii:  1  October  1982 


Title  CF  Project:  Studies  in  the  Alterations  of  Drug  Metabolism  in  Hyperthyroidism 

Principal  I?r/SST16ATQa(s):  Robert  ,A.  Vigersky  MD,  Kenneth  Burman  MD,  Leonard  V.’rtof  sky 
-Asscc  I  A 1 1  e  If!VcSTICAT3.R(s) :  ,  Jnfleph  ■  Rrn  trin  _ _ Rnhgrf  Small  r-Hgp,  Turk  O'Rt-H 


Facility:  tiSAVC 


rian 


Accu'ULATtVs  rECCASE  Cost: 
None 


DePT/SyC: - Kyle  MetahnHc  HnTf 


AcciiiULATCvs  Contract  Cost: 
None 


FY-83  r£ECAS£:  Ca'i tract  Cost:  Supply  Cost: 


SToQY  OBJECTIVE: 


Acctf?. jlativs  Supply  Cost: 
$179.20 


Date  of  Cc  tmttee  Appp.cvau.CL:  . 

Annual  Progress  Report  rtfl  2  5  1983 


See  Attached 


TECWJi  CAL  Approach: 


See  Attached 


Progress  DyatfiG  FY-82: 


See  Attached 


flU-Se.R  Or  Sj3JECTS  STUDIED: 

FY-82:  Mnufl  Total  (to  date)j _ 2_ 


Before  Ccuplstic;:  o.-  Study:  2 


ScR  I  CU3/0, '.'EXPECTED  SfQE  EFFECTS  Itt  SUBJECTS  PARTICIPATING  Ifl  PiTCJEC7(  IF  NONE  SO  STATE): 

None 

Co-.'CL'JlidS:  Our  second  year  fellow,  Anthony  Zavadil  decided  not  to  pursue 
the  completion  of  this  protocol  and  thus  we  are  requesting  that  it  be 
terminated. 


Fust  \tio:is  or  Abstracts  .  FY-32: 


None 
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1 1 


^ 22 


Work  Unit  No:  1303-78 


Study  Objective:  To  determine  if  changes  in  metabolism  of  drugs  used  to 
treat  hypothyroidism  are  due  to  the  elevated  thyroxine  levels  per  se  or  mediated 
through  beta  adrenergic  affects. 

Technical  Approach:  Kethimazole  and  dexamethasone  clearance  rate  will  be 
determined  in  ten  hyperthyroid  subjects  before  therapy  while  on  beta  blockade 
and  when  ultimately  euthyroid.  Cardiovascular  status  will  be  monitored  by 
assessment  of  ejection  fraction  and  cardiac  output  using  radionuclide 
imaging. 

Progress  During  FY82:  None 
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Date:  8  Oct.  82  Vio^K  Unit  ffo. :  1304-78  I  Status:  Interim  X  F 


Starting  Date:  jui«  iota  Date  of 


Key  \CfOS:  Acromegaly /cardiac  function 


Title  CF  Project:  Radionuclide  Assessment  of  Cardiac  Function  in  Patients 
with  Acromegaly 


Principal  Investigator's;:  Robert  C.  Smallridge,  LTC  MC 


ASSOCIATE  InvESTIGaTO-RCs):  M.  Schaaf.  M.D.:  S.  Raible,  MAJ  MC;  D.  VanNostrand,  LTC  MC 


Facility:  KSANC  _  I  Dept/Svc:  Mediclne/Endocrinolo 


Accumulative  rECCASE  Cost:  Accumulative  Co:m?Acr  Cost:  Accumulative  Supply  Cost: 


FY-83  iv£DCAS£:  Contract  Cost:  Sup^y  ^st 


1,400.00 


Date  of  Committee  Approval.0/ 
Annum.  Progress  Report  FEB  2 


Study  Objective :Tq  determine  whether  acromegalic  patients  have  impaired  left 
ventricular  function. 


TECHNICAL  Approach:  Multigated  radionuclide  angiography  (MUGA)  scans  are  done 
before  and  after  bicycle  exercise  to  evaluate  cardiac  contractility.  This 
procedure  involves  inlection  of  "-technetium  to  label  human  red  blood  cells. 


Progress  During  FY-82:  The  protocol  was  modified  to  study  subjects  before  and 
after  exercise,  to  look  for  earlier  evidence  of  cardiac  dysfunction. 


ttjMSER  OF  SjSJECTS  STUDIED: 

FY-82:  12  Total  (to  date):  30 


Open  ended  - 

„  _  „  all  new  acromegalii 

Before  Cg^pletion  of  SiUDYipatients 


Serious/Uhsxpected  Side  Effects  in  Subjects  Participating  in  Project! if  none  so  state): 


Conclusions: 


Data  are  being  analyzed. 
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I  DISPOSITION  FORM 


for  un  o*  tftit  form.  Mo  AR  340-16.  tft«  proponent  agpncy  it  TAGO. 


REFERENCE  OR  OFFICE  SYMBOL 

SUBJECT 

SGRD-UWH-D 

Review  of  Annual  Progress  Reports  (APR) 

to  C,  Clinical  Invest  Svc,  WRAMC™om  c,  Dept  Clin  Phys,  WRAIRoate  10  Dec  82  CMT  i 


LTC  Smallridge/cy/63014 

1.  The  following  information  is  provided  in  response  to  the  reviewer's  comments  on  my  APR 
for  Work  Unit  1304-78; 

a.  The  completion  date  is  not  open  ended.  Please  note  on  line  two  of  the  APR  that  a  date 
of  completion  of  2-3  years  is  expected.  What  is  open  ended  is  the  number  of  new  patients  to 
be  studied  during  that  time,  since  the  number  of  new  acromegalics  who  will  be  arriving  at  our 
institution  is  unknown.  The  original  protocol  submitted  and  approved  in  1978  did  not  specify 
an  exact  number  of  patients  to  be  examined. 

b.  I  take  umbrage  at  the  reviewer's  comment  "no  conclusion  after  4  years!".  Had  he  read 
our  APRs  for  1980  and  1981  he  would  have  seen  our  conclusions  based  on  our  experience  using 
rest  MUGA  scans.  Our  previous  APR  also  referred  to  our  published  abstract  (Clin  Res  28: 

198A,  1980).  An  addendum  to  this  protocol  was  submitted  to  the  CIS  (see  DF  of  17  Aug  81, 
copy  attached)  and  was  approved  to  change  our  protocol  to  study  patients  using  exercise  MUGA 
scans.  The  conclusions  in  our  1982  APR  refer  only  to  the  achievements  relating  to  our 
revised  study.  We  are  quite  pleased  that  twelve  patients  were  studied  in  the  past  year,  and 
do  not  find  it  unreasonable  to  defer  any  conclusions  until  more  patients  are  examined  and  the 
[data  analysis  is  finalized. 


Incl 
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ROBERT  C.  SMALLRIDGE,  M.DV^- 
LTC,  MC 

Chief,  Dept  of  Clinical  Physiology 
WRAIR 


DAI 


33*  2496 


MKVIOUS  COITIONS  WILL  SC  USCO 


*v\«. 


ntmzM  orncti 


1 


m&po&moM  ponm 

wt«  •#  »M»  farm,  Aft  340-13*  iK«  Qg*«cf  l»  TA0C5M. 

SY-BOV 

HSWP-ME 

~to  C,  Clin  Invest  Svc,  WRAMC  from  C,  Dept  Clin  Physiology,  date  17  August  1981  Cmt  i 

WRAIR 

1.  During  the  past  2  1/2  years,  radionuclide  multiple  gated  acquisition  (MUGA)  scans  have 
been  performed  on  many  of  our  acromegalic  patients  under  the  auspices  of  a  protocol  entitled 
"Radionuclide  Assessment  of  Cardiac  Function  in  Patients  with  Acromegaly."  A  preliminary 
report  of  the  data  (Mutter,  Smallridge,  Oetgen,  et  al.  Clin  Res  28: 198 A,  1980)  has  suggested 
that  some  patients  with  acromegaly  may  have  impaired  left  ventricular  (LV)  function.  A  more 
sensitive  measure  of  LV  function  can  be  obtained  by  performing  MUGA  scans  before  and  after 
bicycle  exercise,  a  technique  only  recently  available  at  WRAMC. 

2.  Request  permission  to  change  our  protocol  to  permit  performance  cf  exercise  MUGA 
scans.  The  details  of  this  procedure  have  been  outlined  in  another  protocol  (Work  Unit  //8051) 
and  the  appropriate  methodologic  considerations  and  radiation  dosimetry  are  attached  tc  this 
DF.  Also  attached  is  a  revised  Patient  Consent  Form  for  this  procedure. 

C 

ROBERT  C.  SMALLRIDGE,  M.D. 

LTC,  MC 

Chief,  Department  of  Physiology 
WRAIR 


UM 


SuU£CT 

Addendum  to  Protocol,  Work  Uni:  U  1304-7S 


Date:  8  0ct>  toy  ISm  Wo.:  1305-78 


Status: 


Starting  Date:  juiv  1978 


Date  of  Collet  ion 


Key  fo*3S:  Thyroid  hormone/breast  cancer _ 

Title  o  Project:  Breast  carcinoma  and  thyroid  hormone 


(htcrih  x  Firai. 


receptors 


Principal  IwESTtCATOR(s):  Robert  C.  Smallridge,  LTC  MC 
Associate  Invest] gator (s) :  Keith  Latham,  Ph.D. 


Accumulative  fEDCASE  Cost 


Facility:  jRAjC,  _ _ i  JDept/S^^  Medicine/En^ocrinology  _ 


Accumulative  Contract  Cost: 


Accumulative  Supply  Cost: 


FY-83  r£CCASE:  Contract  Cost:  Supply  Cost: 

200.00 


Date  of  Committee  Approval  Of 
Annual  Progress  Report  FEB  2 


0  lbd3 


Stuoy  Objective  :  To  determine  whether  thyroid  hormone  receptors  can  be 
identified  in  human  breast  carcinomas 


*f£CHN  •  cal  Approach  * 

- — - : - ‘  Breast  tumor  is  frozen  in  liquid  nitrogen  and  processed 

in  a  receptor  binding  assay  (Latham  et  al.  J  Biol  Chem  251:7388,  1976) 

foflirc*  F^~82-’  Reviewers  of  manuscript  have  requested  additional  data. 


fujeesa  of  Susjhcts  StudjEO: 

FY-82j — -  Total  (to  pate):  5 _  Before  Completion  of  Stupyj _ 7 

ScRIOUS/UflEXPECTEO  StOE  EFFECTS  IN  SU3JECTS  PARTICIPATING  IN  PrCJECT(iF  MON  £  SO  STATE): 

- iioafi _ _ _ 

Conclusions:  Thyroid  hormone  receptors  exist  in  breast  cancer  tissue. 
Several  additional  samples  will  be  examined  early  in  FY  83.  Based  on 
present  results,  a  prospective  study  is  being  designed  and  will  be 
submitted  for  review  in  the  near  future. 


Publications  or  Abstracts.  FY-82: 


None 


Date:  21  Oct  8^  Way  Emit  tia.:  1307-78 


Status:  Interim _ X  Fikal 


Starting  Date: _ 1979 _ Date  of  Completion: _ _ 

Key  ikxos:  Fasting/TSH _ ; _ 

Title  cf  Project:  The  Effect  of  Fasting  Upon  TSH  Response  to  TRH 


PRINCIPAL  IhvestIGATORCs):  Kenneth  D  .  Bunnan.  LTC  .  MC 


Associate  Invsstigato3(s): 


Facility:  MtfMC 

Dept/Svc: 

Accumulative  nEDCASS  Cost:  j 

Accumulative  Contract  Cost: 

Accumulative  Supply  Cost: 

FY-83  i'EJCASE:  Contract  Cost:  Supply  Cost: 

Date  of 
Annual  ! 

Committee  Approval  Dr0  _ 
Progress  Report  FEd  2  5  1983 

Stuoy”03JECTi ve :  To'  determine  the  mecharfi im  'by*  wh Icfi" YSfl"  secretion "to  T RH 1  s 
decreased-  in  fasting. 


TECHNICAL  Adpsoach:  Measurement  by  immunoassay  of  hormone  os  TSH  basal ly  and 
after  TRH  stimulation  during  fed  and  fasting  periods. 

Progress  Curing  FY-82:  Various  carbohydrate  and  fat  contents  have  been  fed  to 
patients  but  they  have  not  been  able  to  stimulate  the  TSH  response  back  to 

normal. _ _ _ _ _ 

Ku-ser  of  Subjects  Studied: 

FY-82:  15  Total  (to  date):  20  Before  Completion  of  Study:  50 

Scrious/Unexpecteo  Side  Effects  in  Subjects  Participating  in  ProjectCif  none  so  state): 

None _ 

Conclusions:  None  ~~  ~~ 


Publications  os  Abstracts.  FY-82:  Forsham  Address,  Annual  Meeting  ot  the  Military 
Society  of  Endocrinology,  June  1982 
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Date;  210ct82 

Work  (Suit  fto.:  1300-79 

Status:  Interim  x  Final 

Starting  Date: 

18  Aue  80  Date  of  Completion:  15  Aug  83 

Key  iJoRDS:  HPLC  /Iodothyronines 

Title  cf  Project:  Measurement  of  Iodothyronines  by  HPLC 


Principal  Investigator's):  Kenneth  D .  Burman,  LTC,  MC 


Asscc  t ate  Invest [Gator(s): 


Facility:  MtfNC 

Dept/Svc: 

Accumulative  r'EDCASS  Cost: 

Accumulative  Contract  Cost: 

Accumulative  Supply  Cost: 

FY-83  MEDCASE:  Contract  Cost:  ! 

Supply  Cost: 

Date  of  Committee  Approval  Of 

Annual  Progress  Report  FEB  2  5  1291 

i 

Study  Objective:  To  determine  if  serum  T3  ami  T4~  can  be  measured'TjyTTPUT 
and  to  use  HPLC  as  tool  to  separate  proteins  that  cause  autoimmuno  thyroid 


diseaae-i - — — _ 

Technical  Approach:  Either  serum  extracts  or  receptor  extracts  are  placed  on 

a  column  in  molecular  weight  in  number  of  protein  peaks  determined. 

Progress  Curing  FY  82:  HPLC  of  T3  and  T4  can  be  perf  ormed  in  seriift  and  has  treen 
performed  and  correlated  well  with  radioimmunoassay  values.  We  are  presently 
performing  the  receptor  purification  techniques. _ 

flUf'SER  of  Subjects  Studied:  " 

FY-82:  sn  Total  (to  date)j _ 40  Before  Completion  of  Study:  50 

Serious/Unexpected  Side  Effects  in  Subjects  Participating  in  Projector  none  so  state): 

None 

Conclusions: HPLC  can  be  used  to  measure  T3  and  T4  in  serum  as  an  alternative 
method  to  RIA. 


Publications  or  Abstracts.  FY-82; 
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Date:  21  Oct  84  limy  Emit  Ho.:  1301-79 _ ISiatus:  Interim  X  Fit:al _ 

Start), '.a  Date:  1  Jan  79 _ Date  of  Completion: _ 1  Jan  84 _ 

Key  VfcRDS:  Metabolic  Condition/T3  Receptors  _ _ 

Title  cf  Project:  Effect  of  Various  Metabolic  Conditions  and  T3  Receptors 
on  Circulating  Cells 


Principal  IwESTtGATOa's):  Kenneth  D.  Burman,  LTC,  MC 


Associate  Investigators): 


Facility:  NRAHC  Dept/Svc: 

Accumulat i ve  rlEDCASE  Cost: 
3,000.00 

Accumulative  Contract  Cost:  Accumulative  Supply  Cost: 

5.338.70  39.158.92 

FY-83  i'EDCASS :  Contract  Cost:  Supply  Cost: 

Date  of  Committee  Approval  Of 

Annual  Progress  Report  fELi  £  0 

- - - - - - -  -  - J. _  _  _ _ 

Study  03JcCTIV£ :  To  determine  if  T3  receptors  in  white  cells  are  altered  in 
various  metabolic  conditions. 


technical  Approach:  The  obtaining  and  separating  of  T3  receptors  by  Ficoll 
Hypaque  isolation  and  measuring  by  Scatchard  Analysis  of  T3  and  T4  Receptors. 

Progress  During  FY-82:  We  have  investigated  using  solubilized  and  unsoiuDinzed 
techniques .  T3  receptors  in  diabetes  and  critical  illness  and  it  appears 
that  both  of  these  states  are  associated  with  decreased  number  of  receptors. 

Hu-ser  Or  Subjects  Studied: 

FY-82  :  20  Total  (to  date):  50  Before  Completion  of  Studyj _ ^ 

Serious/11, 'I5XFECTE0  Side  Effects  in  Subjects  Participating  in  ProjectCif  non*  so  sta*0- 
None 

Conclusions:  T3  receptors  are  decreased  in  circulating  white  ceixs. 


Publications  or  Abstracts.  FY-82:  Manuscript  submitted  to  the  Journal  of  Endocrinology 

and  under  evaluation. 


Date :  8  Oct  82 


(XKXX 


E 


rnm  tits?® 

De?t/Svc:  Kyle  Metabolic  Unit,  Hemotology/Oncology 


ACCUMULATIVE  Supply  Cost: 
$283.55 


Accjtsjlative  nEQCASE  Cost: 
$3875 


FY-83  EEDCASS:  Contract  Cost:  Supply  Cost: 
0  $10.000  $1.200 


Date  o?  CcvurrsE  Appp. oval  Or 
Annual  Pro-dress  Report  FEB  2  5  1983 


See  Attached 

fui'SeR  Or  SU3. 

ects  Studied: 

FY-82:  21 

Total  (to  date):  35  Before  Completion  o.-  Study:  50 

Work  Unit  No:  1302-79 


Study  Objective:  To  prevent  the  germ  cell  and  leydig  cell  damage  induced 
by  combination  chemotherapy  in  the  treatment  of  Hodgkin's  Disease  and 
Histiocytic  Lymphoma. 

Technical  Approach:  Men  with  the  above  diagnoses  are  treated  before  induction 
of  chemotherapy  with  testosterone  annanthate  200  ml  i.m.  weekly  for  at  least 
two  weeks  in  order  to  suppress  their  testis.  Sperm  counts  and  a  short  HCG  test 
are  performed  before  and  after  cessation  of  chemotherapy  (approximately 
6  months  later) . 

Progress  During  FY82:  Of  the  four  patients  eligible  for  this  protocol 
during  this  past  fiscal  year  only  l  patient  was  entered  because  their  was 
refusal  on  the  part  of  two  and  one  had  to  be  treated  on  an  emergency  basis. 

In  addition  nine  patients  with  Hodgkin's  Disease  and  eleven  patients  with 
other  malignancies  were  tested  with  semen  analysis  and  short  HCG  tests  prior 
to  their  therapy. 


Date:  250ct82  [  Hay  fait  Wo.:  1304-79 _ Status:  Ikterih  X  Fi;:a.i _ 

Starts :js  Date: _ Date  of  Coyt.ETioN: _ _ 

Key  toos: _ ; _ _ _ 

Title  CF  Project:  Thyroid  Hormones  in  Cerebrospinal  Fluid 

Principal  IhvestioatorCs):  Kenneth  D.  Burman,  LTC,  MC _ 

^Associate  lf!V£STtGATOa(s):  Prentice  Thompson.  LTC  .  MC  _ _ _ _ _ _ _ 

Facility;  jgAjjC _ _ Dept/Svc: _ KMJ  _ _ _ 

Accumulative  f£DCAS£  Cost:  Accumulative  Contract  Cost:  Accumulative  Supply  Cost: 

FY-83  iiCCASS:  Contract  Cost:  Supply  Cost:  Date  of  Committee  Approval  Of 

_ _  _  Annual  Progress  Repost  pcr  g  f  ^ 

Study  Q3J5CTive:  To  measure  thyroid  hormone  levels  in  CSF. 

Technical  Approach:  CSF  is  obtained  from  routine  clinical  samples  and  T3/1 
levels  'are  measured . 

Progress  Puri  no  FY-S2:  ~  — — — — — — 

fiUM3ER  Or  Su3JcCTS  STUDIED: 

FY-82j_  30  Total  (to  date):  30  Before  Completion  of  Study;  30 

Serious/Unexpecteo  Side  Effects  in  S-j3jscts  Participating  in  PrcjectCif  none  so  state): 

None 

Conclusions:  T3,  T4,  and  rT3  exist  in  CSF.  “ 


Publications  or  Abstracts.  FY-82:  JCEM 
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Date:  is  sept  si  toy  Um;t  th.:  1308-79 

Start  i:.s  Date:  n/a _ 

Key  Words:  amenorrhea,  stress 


Status:  I # iT£ ft i H  x  F  i:\w_ 


Date  of  CcpplcTicn:  n/a 


Title  CF  Project:  Stress- induced  amenorrhea  in  military  cadets. 


PRINCIPAL  I.V.'ESTt CATOS (s) :  Allan  Glass  MD  LTC  MC 


Associate  Investigators):  Leigh  Wheeler  MD  LTC  MC 


Facility:  li3A !■'£ 

Dspt/S’/c:  Endocrinology-Metaholism 

Accumulative  rcGCASE  Cost: 

_ Q _ 

ACCUMULATIVE  CONTRACT  COST: 

0 

Accumulative  Supply  Cost: 

■  0 

FY-83  r£ECASE:  Con  tract  Cost:  Supply  Cost: 

o  R  o<Xi 

Date  of  Ccwuttee  Appro v 
km*.  Progress  Report  ; 

Study  Objective:  To  explore  the  mechanism  of  amenorrhea  which  develops  in 


female  West  Point  cadets 

TECHiTiCAL  ft PPROACH:  Performance  of  ovarian  function  tests  in  normal  and 
amenorrheic  female  West  Point  cadets. 


PROGRESS  C'.j.T i AO  FY-82:  Trip  to  West  Point  made  to  recruit  volunteers-  no 
cadets  volunteered.  One  co- investigator  has  left.  Will  consider  another 
recruiting  effort  in  FY-83. _ _ _ _ _ _ _ _ 

flurasa  0?  Subjects  Studied: 

FY-82:  o  Total  (to  date )j _ o_ _  Before  Cc-s’letioa'  of  Study: 


Serious/Uitsxpected  Side  Effects  in  Subjects 
None 


Participating  in  P,tdject(if  none  so  state): 


CO'i'CLUS  ions  : 


Deferred-no  data  yet 


Publications  os  Abstracts.  FY-S2: 
None 
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Date:  8  Sept  83  '..'aac  Us-!T  Co. :  1310-79 _ 1  Siatus:  Ikterim _ faCXX _ 

Start  i:.a  Date:  3  July  1980 _ Date  of  Collet  ic:i:  3  JulY  1983 _ 

Key  V^p^s:  Hir  suit  ism,  Clmetidine _ _ _ 

Title  cf  Project:  Pilot  investigation  for  the  treatment  of  hirsuitism  with  oral 
clmetidine. 

Principal  t?p/gST(CATca(s):  Robert  A.  Vigersky,  M.D.,  Allan  R.  Glass,  M.D.,  Ira  Mehlman,  MD 

Associate  Investigates):  None  _ 

JFaciuty^  IRAV.C _ _ jjg3gfg£i_j&l£n:Mgj^ 

Acoi-suLATivc  PtECCASE  Cost:  Acmw-ATtvi  Contract  Cost:  Accumulative  Supply  Cost: 

_ 0 _  $22,574  _ _ $9-,  828. 10 _ 

FY-83  F£CC/.S£:  Contract  Cost:  Supply  Cost:  Date  of  Ccf.mittee  Approval  Of 

0  $10,000  $  1 ,  200  Annual  Progress  Report  FEB  2  5  198'J 

Study  OBJECTIVE'  To  observe  the  effects  of  clmetidine  In  hirsuit  women  ahaT"determine 
the  mechanism  of  its  effect. 

TECHNICAL  Approach:  Women  with  hirsuitism  are  studied  with  a  24  hour  ACTH  infusion 
Q  20  min.  blood  sampling  for  LH  and  FSH  over  8  hours,  and  a  TRH  test  before  and 
after  3  months  of  taking  clmetidine  300  ml  5  times  daily.  Hair  growth  rate  is 
Pp.CSP.ES S  Cua ins  FY-82:  An  additional  four  patients  have  been  studied  during  this 
fiscal  year.  The  results  of  the  study  on  these  patients  has  by  and  large  mirrored 
that  of  the  previous  10  patients,  i.e.  approx.  50%  decrease  in  hair  growth  rate 

Ha-Sea  of  Subjects  Studied: 


FY-82:  4 


Total  (to  date):  14 


Before  Completion  of  Study:  20 


Ssricus/Unsxrected  Side  Effects  in  Subjects  Participating  in  Prcject(if  done  so  stats): 

None 

Conclusions:  Clmetidine  is  a  safe  effective  treatment  of  hirsuitism  regardless 
of  the  idiology.  Its  effects  are  reversable  and  there  is  a  50%  decrease  in  the 
rate  of  hair  growth. 


Publications  or  Abstracts.  FY-82:  None 

Technical  Approach  (continued):  determined  before  and  while  on 
clmetidine  by  shaving  and  weighing  a  measured  area  of  hair  growth. 

Progress  During  FY-82  (continued) :  during  the  time  the  drug  is 
administered.  A  protocol  for  the  administration  of  clmetidine 
and  spironolactone  in  topical  form  has  been  applied  for  and  is 
waiting  approval  by  the  Office  of  the  Surgeon  General. 
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Date:  8  or.  a?l  Viowc  ISmit  fto.:  1311-79 _ Surosi^wgRgj_X - Fiwl _ 

Start ins  Date;  November  1979 _ Datej^Jo^letion:  1-2  gears - 

Key  tibftDS:  Subacute  thyroiditis/biosynthetic  defect _ 

Title  cf  Project:  Assessment  of  thyroid  function  and  the  intrathyroidal  bio¬ 
synthesis  of  thyroid  hormone  during  the  acute  and  recovery  phases  of  subacute 

thyroiditis  (SAT) _ _ _ _ _ _ _ — - - — - 

Principal  Investigator's):  Robert  C.  Smallridge,  LTC  MC__ - 

Associate  lNVgSTiGAT03(s):L.  Wort  of  sky,  COL  MC;  K.  Burman,  LTC  MC;  N.  Whorton,  GS-11 

Facility:  tgffiC _  Dept/Svc:  Medicine/Endocrinology _ 

Accumulative  i-lEDCASE  Cost:  Accumulative  Contract  Cost:  Accumulative  Supply  Cost: 

FY-83  r£CCAS£:  Contract  Cost-  Supply  Cost:  Date  of  Committee /wpoval  Of 

_ si  .ooQ.oo  S2 .500.00  Annual  Procress  Report  FEB  2  5  1983 

"^joY-03j^nvE~_To  '^etermine""the""frequency  with- which  an  intratTTyroTJal  "brosyn- 
Thetic  exists  in  SAT,  what  the  HLA  type  of  SAT  patients  is,  and  whether 

prgfnr-t  tha  of.ciirren&g  of  permanent - 

TECHNICAL  Approach:  Blood  tests  and  fluorescent  scans  are  done  every  4-6  weeks 
until  the  disease  resolves.  A  3-hour  RAIU  with  perchlorate  discharge  is 

Hong  af  and  of  studv^  HLA  £VPin&.la.Jtene  J-g... tissue  typing  lab.  - 

Process  Rains  FY-82:Four  new  patients  enrolled  in  study  and  are  being  followed. 
HLA  typing  has  been  completed  on  13  subjects. 

fJUK3e3  OF  Su3JcCTS  STUDIED: 

FY-32:  4  Total  (to  date)  :  16 _  Before  Completion  of  Study:  4  more 

Serious/Uhexpected  Side  Effects  in  Subjects  Participating  in  ProjectCif  none  so  state): 

- — - ! - 

Conclusions: gevera^  patients  have  profound  hypothyroidism  and  biosynthetic 
defects.  HLA  typing  data  are  presently  being  analyzed. 


Publications  or  Abstracts.  FY-32: 
None 
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Path:  8  Oc.  82|  toy  Unit  Mo.:  1313-79 
Starting  Date:  November  1979  _ 


Date  of  Couplet  ion:  indefinite 


Key  Words:  TSH/radioimmunoassay _ 

Title  cf  Project: 

A  Radioimmunoassay  for  Human  TSH 


Principal  IhvestigatorCs):  Robert  C.  Smallridge,  LTC  MC 


Associate  Investigators) :  R.C.  Dimond>  COL  MC;  Nancy  E.  Whorton,  GS-11 


Facility:  KRttiC 

Dept/Svc:  Medicine/Metabolism 

Accumulative  fEDCASE  Cost: 

Accumulative  Contract  Cost: 

Accumulative  Supply  Cost: 

FY-83  MEDCASE:  Contract  Cost:  Supply  Cost: 

$500.00 

Date  of  Committee  Approval.  Of 

Annual  Progress  Report  rEo  Z  j  jQflT 

1 

1 — . . 

Study  Objective:  ongoing  need  for  sera  from  hyperthyroid  subjects  to  maintain 
RIA  support  of  human  research  studies 


!  TMCAL  frwwa:  Venipuncture 

f 

| - - - - - - 

Sera  was  obtained  from  two  volunteers. 

fiuttsea  of  Subjects  Studied:  ~ 

FY-82:  2  Total  (to  date) :  8 _  Before  Completion  of  Study:  2 /year 

SeriousAInexpected  Side  Effects  in  Suwects  Participatiiig  in  ProjectCif  none  so  state): 

None  _ 

Conclusions:  ~~~_— 

None  expected 


Publications  a?  Abstracts.  FY-82; 
None 
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Oat£:  250ct82  |  toy  Unit  ftp. :  1314-79 


Status:  1 kt£ r i m  x  Fikal 


Starting  Date: 


Date  of  Completion: 


Key  toas:  Ipodate/Thyroid  Function/Fasting 


Title  cf  Project:  Examination  of  the  Effect  of  Ipodate  (oragrafin)  on 
Thyroid  Function 


Principal  [fr/EST f catos (s):  Kenneth  D.  Burman ,  LTC  ,  MC 


Associate  InvestigatorCs):  Robert  C.  Smallridge,  LTC,  MC 


Facility:  WRA'IC  Dept/Svc:  DePt  of  Med/KMU/Endo?  Dept  of  Physio 

Accumulative  fEOCASE  Cost: 

Accu-wlative  Contract  Cost:  Accumulative  Supply  Cost:  j 

i 

FY-83  r£CCAS£:  Contract  Cost:  Supply  Cost: 

Date  of  Committee  Approval  Of  ‘ 

/mufiL  Progress  Report  „  ' 

rto  o  5  1Q?3 

Study  Objective:  To  determine  if  Ipodate  administration  alters  TSH"  fesp6TT?5s.  j 

TEchn-cal  Approach.  Ipodate  is  administered  both  in  the  fed  and  tasting  periods 
and  TS/T4  levels  are  measured. 


Progress  Put  mo  FY-82:  Approximately  25  patients  have  been  studied  and  it  has 
been  determined  that  Ipodate  inhibits  inter-thyroidal  and  inter-pituitary 
T4/T3  conversion.  TSH  response  to  TRH  increases  with  Ipodate  is  administered. 
tiUKBeft  OF  &J3JECTS  STUDIED: 

FY-82  :  50  Total  (to  date) :  30 _  Before  Completion  a-  Study:  40 


ScR i cu s/Unexpected  Side  Effects  in  Subjects  Participating  in  PtojectCif  nose  so  state): 

None _ 

Conclusions:  Ipodate  alters  extra  thyroidal  conversion,  especially  occurring 
in  the  pituitary  and  that  Ipodate  decreases  TSH  basal  levels  and  response 
to  TRH. 


Publications  or  Abstracts.  FY-82:  Manuscript  submitted  to  the  Journal  of  Clinical 
Endocrinology 


Progress  During  FY-82  (continued):  This  effect  of  Ipodate  is 
blocked  by  T3  administration. 


85 


f 


4 


Title  CF  Project:  Sex  Steroid  Receptors  in  the  Mouse  Thymus 


Pi?tr:C!?AL  hexsTtC-ATCX's):  Robert-  A.  Vigersky,  M.D. 


Associate  InvestigatorCs): 


Facility:  ViRA'lC 

Dept/S/c:  Kyle  Metabolic  Unit 

Accu* ULAT i v=  i\ECCA$S  Cost: 
$2850 

Accumulative  Contract  Cost: 
$None 

AcarWft?f!Lr  C,SI: 

FY-83  ASCCASS;  Contract  Cost: 

Supply  Cost:  j 

Date  of 
Annual  ! 

CCtt'JITTHc  ApPROWL  0.- 
Pp.oeress  Report  FEB  2  5  1QA1 

Study  Objective: 


See  Attached 
technical  Approach:  gee  Attached 


Process  Eta i kg  FY-S2: 

See  Attached 

tki-Seli  Or  SU3JECTS  STUDIED.'  ~ 

FY-82:  Not  AppI.  Total  (to  oate)j _ _  Before  Ccwpletio.':  of  Study^ _ 

Sericus/Unexpected  Side  Effects  in  Subjects  Participating  in  PpcjsctCif  hone  so  state): 

Not  Applicable 

— lc-3:  An  androgen  receptor  defect  may  be  present  in  the  male  NZB 
mouse  thymus  and  this  may  be  linked  to  immunologic  problems  in  this 
mouse  model. 


PUSLICATIOWS  OR  Abstracts.  FY-S2:  Viger3ky  RAt  Raveche  ES,  Tjio  JH,  and  Steinburg  A. 
"Marine  Thymic  Androgen  Receptors  II:  Comparison  of  NZB  to  Normal  Mice", 
Journal  of  Immunopharmacology, in  press  1982 
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Work  Unit  No:  1315-80 


Study  Objective:  To  determine  whether  there  are  receptors  for  testosterone 
and  estradiol  in  a  mouse  thymus  gland. 

Technical  Approach:  Normal  and  NZB  mice  are  used  to  determine  the  presence 
or  absence  of  cytosolic  and  nuclear  receptors  in  their  thymus  gland. 
Thymucitu  is  homogenized  and  centrifuged  and  the  cytosol  is  used  in  studies 
of  binding  of  estradiol  and  dihydrotestosterone. 


Progress  During  FY82:  No  further  progress  was  made  on  this  protocol  during 
the  past  fiscal  year. 


DISPOSITION  hORM 

For  uu  of  thit  form.  AR  340-15,  ths  proponent  ftfftncy  it  TAGO. 


REFERENCE  OR  OFFICE  SYMBOL  I  SUBJECT 


HSHL-ME 


Protocol  #1315-80 


from  Robert  A.  vigersky,  MD  date  4  Feb  83  cmt  i 

Dr.  Vigersky/ecc/61793 


1.  We  wish  to  keep  this  protocol  active  so  that  future  studies  can  be  expeditiously 
performed  based  on  current  work  on  techniques  being  developed  at  this  time. 


2.  No  budget  is  requested  for  FY  83. 


vj 


'\m0 


ROBERT  A.f  VflGERSKY,  M.D. 

LTC,  MC  \J 

Assistant  Chief,  Endocrine-Metabolic  Service 


DA  isn.  2496 


PREVIOUS  EDITIONS  WILL  BE  USED 


awniwiT  mrrmc  ornct:  n 


Date:  250ct82  I  Way  Umit  No.:  1316-80 _ [Status:  Ihterih  X  F 


Starting  Date:  Date  cf  Collet  ion 


Key  IJosds: 


Study  Objective:  to  determine  T3  receptor  activity  in  human  liver,  nucfear 
preparations,  and  membrane  preparations  and  to  see  if  they  correlate  with 


TECHriiCAL  Approach :  Nuclear  and  membrane  receptors  are  siolated  by  ultracentrifugation 
techniques  and  radioactive  labelled  T3  or  T4  is  added  to  these  preparations  and 


lilRTaJiiia  It 


Progre  53  Dual  ns  FY-S2:  Three  patients  have  been  studied  and  the  preliminary 
results  indicate  that  the  binding  is  similar  to  that  obtained  in  earlier 
studied  of  peripheral  white  cells. _ 


fiuMSen  of  Subjects  Studied: 

FY-82:  5  Total  (to  pats)  :  5 _  Before  Completion  of  Study:  15 


ScRiou3/Ui'jex?ected  Side  Effects  in  Subjects  Participate  in  ProjectCif  nous  so  state): 

None _ 


ConCL'JSlOfis:  T3  receptors  exsist  in  the  thyroid  gland. 


Publications  os  Abstracts.  FY-82:  None  yet. 


Date:  8  Oct  82 

Work  Cs-:r  f.*0.:  1317-80 

Status:  Interim  Fi::a-.  X 

Starting  Date:  11  December  1979  Date  of 

Collet  ic:i:  1  October  1982 

Key  Words:  Hirsuitism,  Adrenal,  Androgen 

Title  C f  PROJECT:  investigations  of  the  Idiology  of  Idiopathic  Hirsuitism 


1 


i 


Principal  !nvS3noAT.oa<s):  Robert. A.  Vigersky,  M.D. 


Associate  If:V£STtC-ATCa(s): 


Facility:  VP.A"C  ’  .  Dept/Syc:  Me^hqHc.  Unit 

Cumulative  Contract  Cost: 
5800 

Accumulative  Supply  Cost: 
None- 

FV-83  r£ECAS£:  Contract  Cost:  Supply  Cost: 

Date  of 
Annual  ! 

Cc'vuttee  Approval  Of 

Progress  Report 

Stuoy  Objective: 

Study  Objective;  To  determine  whether  women,  usually  classified  as 
having  idiopathic  hirsuitism,  have  a  subtle  defect  in  adrenal  steroid- 
genesis.  This  would  permit  the  rational  treatment  of  these  patients  with 
dexamethasone  suppression  of  the  pituitary  adrenal  axis. 

Technical  Approach:  Infusion  of  ACTH  over  24  hours  with  free-  and  post- 
ACTH  measurement  of  adrenal  steroids  in  the  urine  and  plasma. 

Progress  During  FY82:  No  further  progress  in  this  protocol  has  been  made. 
FY-32:  None  Total  (to  date)  :  1  n _  Before  Completion  of  Study:  iq 

Sebicus/Unexpecteo  Side  Effects  in  Subjects  Participating  in  ProjectCif  done  so  state): 

None 

CoNQJJS ic.’is :  Few  if  any  patients  with  idiopathic  hirsuitism  have  mild  forms 
of  congential  adrenal  hyperplasia. 


Publications  or  Abstracts.  FY-32:  „ 

None 
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Date:  250ct82 

Work  Unit  Ko.:  1319-80 

Status:  Interim  x  Final 

Starting  Date:  May  1980  Date  of 

Collet  i  on:  MaY  1984 

Key  };3fas:  Cystic  Mass/Thyroid  Gland/Thyroid  Hormone 

Title  cf  Project:  Does  Thyroid  Hormone  Administration  Decrease  the  Size  of 
Cystic  Mass  in  the  Thyroid  Gland 


Principal  Investigator's):  Kenneth  D.  Burman,  LTC,  MC 
Associate  Investigators):  Robert  c-  Small irdge,  LTC,  MC 


Facility:  KgfflC 


Dept/Sv'C:  Dept  of  Med/Endo/KMU/Dept  of  Physio  WRAIR 


Accumulative  nEOCASE  Cost: 
3,000.00 _ 


Accumulative  Contract  Cost: 


Accumulative  Sjpply  Cost: 


FY-83  rSJCASE:  Contract  Cost:  Supply  Cost: 


Date  of  Committee  Approval  Of 
Annual  Progress  Report  fgg  g  g  ^ 


Study  Objective:  To  determine  whether  thyroid^  hormone  administration  alters 
the  effects  of  cysts  development  in  the  thyroid  gland. 

TECHNICAL  Approach:  Patients  are  randomly  allocated  to  administration  or  thyroid 
hormone  or  not  and  sonogram  evaluation  of  whether  the  thyroid  cyst  altered. 


Progress  During  FY-82:  Approximately  10  patients  have  been  included  In  this 
study  and'  It  appears  that  thyroid  hormone  thus  far  makes  no  difference  in 

increasing  resultion  of  cysts. _ 

flilrtScR  OF  SiJ3JECIS  STUDltD: 

FY-82:  10  Total  (to  date):  15 _  Before  Completion  of  Study:  50 

Serious/Unexpected  Side  Effects  in  Subjects  Participating  in  Project! if  none  so  state): 

None 

Conclusions:  Preliminary  studies  indicate  tnat  thyroid  hormone  dues  mrt 
make  any  difference  in  influencing  the  resolution  of  cysts. 


Publications  or  Abstracts.  FY-82:  None  Yet  • 
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Date:  250ctS2  Wow  Unit  No.:  1320-80 

Status:  Int.rin  X  Fit-ml 

Starting  Date:  1  January  1981  Date  cf 

C.0WH.ET  ion:  1  January  1984 

Keywords:  Cyclic  AMP/Glucagon 

Title  cf  Project:  Cyclic  AMP  Response  to  Glucagon 


Pi; i  r:c  t  pal  l ftvF.sr i C-ATQ3 (s  ? :  Kenneth  D  .  Burman,  LTC,  MC 

Associate  Investigator(s):  h-  Linton  "T*y’  C0L>  MC>  vincent  Butler 


Facility:  KVMC  Dept/Svc:  KMU 

Accunulative  fEQCASS  Cost: 

Accumulative  Contract  Cost:  Accumulative  Supply  Cost: 

FY-83  KECCASE:  Contract  Cost:  Supply  Cost: 

Date  of  Committee  Approval  Qp  . 

Annual  Progress  Report  rEB  2  5  19.91 

Study  Objective:  r°  ascertain  it  au: 
response  to "glucagon  is  altered. 


TCchhical  Approach:  Glucagon  is  infused  in  doses  of  1-3  ng/Kg/min  and  cyclic  AMP  is 
measured  as  formed  by  the  kidney  and  excreted  in  the  urine.  Cyclic  AMP  measurement 
is  performed  by  specific  radioimmunoassay  and  glucagon  is  noted  to  increase 

PROGRESS  Duping  FY-82:  Preliminary  work  has  been  done  to  optimize  the  assays  for 
cyclic  AMP  and  thyronine  hormones.  No  subjects  have  been  studied  yet. 

fiuMSsa  of  Subjects  Studied: 

FY-32j _  Total  (to  oats)j _  Before  Completion  of  Study:  20 

SeriousAInexpecteo  Side  Effects  im  Subjects  Participating  in  PrcjsctCif  none  so  state): 

None 


Conclusions: 


None  yet. 


Publications  op.  Abstracts*  FY-82:  None  yet. 

Technical  Approach:  continued 

this  response.  The  question  of  this  study  is  whether  the 
response  is  decreased  .1  fasting  patients. 
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Date:  250ct82  |  Way  IjwiT  to. :  1321-80 


Status:  inTCRU-i  X  F i ry.i . 


Starting  Date: 


Date  cf  CoytcT  i  c?i : 


Key  IJcrds:  TSH/Physiologic  States 


Title  cf  Project:  tsh  Receptors  in  Physiologic  States 


Principal  Ihvestigatcr's):  Kenneth  D.  Burman,  LTC,  NIC 


Associate  Investigates):  Yvonne  Lukes,  Robert  C.  Smallridge,  LTC,  MC 

Facility:  ViRAr’C 

Dept'Svc:  Dept  of  Med/Endo/KMU/DCI 

Accu'iulative  rEDCASS  Cost; 
3,000.00 

Accumulative  Contract  Cost: 

f  Accumulative  Supply  Cost: 

FY-83  inEECASE:  Contract  Cost:  Supply  Cost: 

Date  of  Committee  approval  Of 

Annual  Progress  Report  ppp  2  5  iom 

Study  Objective:  To  determine  if  T§H  receptors  in”  thyroid*  gTarfd'are'aTferea 
in  diebates  and  fasting. 


Technical  Approach:  Thyroid  glands  are  isolated  from  rats  that  have  been  rendered 
diabetic  or  fasting  and  compared  to  those  obtained  during  the  fed  period. 


Progress  Curing  FY-82:  The  studies  have  been  completed  and  have  revealed  that  TSH 
levels  decrease  in  fasting  and  diabetes  and  that  the  receptor  levels  increase 
but  this  increase  is  not  associated  with  an  elevation  of  thyroidal  cyclicAMP. 
flu'sea  of  Subjects  Studied:  Animal  Study 


FY-82: 


Total  (to  date)  : 


Before  Completion  of  Study: 


ScR I QUS/U.'IEXPSCTED  Sl-DS  EFFECTS  IN  S’J3JECTS  PARTICIPATING  IN  PROJECTOR  NONE  SO  STATE): 


Conclusions:  TSH  regulates  it's  own  receptor. 


Publications  or  Abstracts,  FY-82:  None  yet. 
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Date:  250ct82  I  l/OftK  Um< t  No.:  1322- 


80 


Status:  1  nteri h  X _  Ft, vat. 


Starting  Date:  1  August  1980 


Date  cf  Collet ion: _ 1  August  1983 


Key  Calcitonin/Nitroprusside/T3 


Title  cf  Project:  The  Relationship  Between  Calcitonin,  Nitroprusside  and  T3. 


Principal  Ifr/EsnoAToa(s):  Kenneth  D.  Burman,  LTC,  MC 

Associate  IhvestigatorCs):  Phyllis  Kesler 


Dept/Svc: 

KMU 

Accumulative  rTEDCASE  Cost: 

Accumulat tvE  Contract  Cost: 

Accumulative  Supply  Cost: 

FY-83  rEDCASE:  Contract  Cost:  Supply  Cost: 

Date  of  Committee  Approval  Of 

Annual  Progress  Report  FFR  2  5  IQdfl 

! 

conversion  o£  T4  to  T3. 


Technical  Approach:  Liver  homogenates  are  isolated  and  incubated  with  unlabelled 
thyroxine  and  the  amount  of  T3  converted  in  assessed  by  radioimmunoassay. 


Progress  During  FY-S2:  Preliminary  results  indicate  that  the  above  compounds, 
specifically  calcitonin  and  nitroprusside  do  not  inhibit  conversion  of 
T4  to  T3  as  was  hypothesized. _ 

fitf'Scrt  of  Subjects  Studied:  ™ 

FY-82j _  Total  (to  dats)j _ Before  Completion'  of  Stusy: _ 

ScRious/U«Ex?=creo  Side  Effects  in  Subjects  Participating  in  Prcject(if  none  so  state): 


Conclusions:  Nitroprusside  and  calcitonin  do  not  inhibit  T4  to  T3  conversion. 


I 


[ 


Publications  or  Abstracts.  FY-82: 
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Date:  250ct82 

Unit  tin.: 

1323-80 

SrATUs:  Interim  x 

Final 

Starting  Date: 

August  1980 

Date  cf  Collet ic.n:  August 

1983 

Key  Ifcsos:  TSH/Receptors 

Title  cf  Project:  TSH  Receptors  in  Human  Tissues 


Principal  Investigator's): 
Associate  InvESTIGATOrCs): 


Kenneth  D .  Burman ,  LTC ,  MC 
Yvonne  Lukes,  Harold  I-'euster,  Lyndy  twei,  fhoihas 
£lec^chex^-£ichard  Wait.nr,  Julian  Davis _ 


Facility:  U3A‘!C 


Dept/Svc  :  DC  I /KMU/ Surgery 


Accumulative  fEDCAS£  Cost: 

Accumulative  Contract  Cost: 

Accumulative  Supply  Cost: 
8,725- 74 

FY-83  r£CCAS£:  Contract  Cost:  Supply  Cost: 

Date  of  Committee  Approval  Of 

Annual  Progress  Report  FEB  2  5  1983 

Study  Objective:  (1)  To  measure  TSH  receptors  i n ' G raves '  ~dx "non -Fox i c~goTE e r s 
and  normal  tissue,  (2)  to  use  TSH  receptors  to  measure  thyroid  stimulation 
proteins  in  Graves'  dx,  hashimoto's.  normals.  f3)  to  measure  and  compare 
technical  Approach:  (a)  a,  8,  he-per,  suppressor  cell  antibodies  used  to  determine 
by  f luoroescence  percent  of  cells  that  are  specific  variants  in  sera  and 
thyroid  glands,  (b)  radio  receptor  technique  of  TSH  binding  used  to  determine 
Progress  During  FY-82:  Basic  techniques  have  been  developed  and  we  are  presently 
measuring  and  have  been  able  to  determine  beta  receptors  are  present  in  thyroid 
membranes  and  we  are  presently  determining  whether  purified  thyroid  stimulating 


flurtssa  of  Subjects  Studied: 

FY-82:  5  Total  (to  date):  *0  Before  Completion  of  Study:  30‘40 


SsRICUS/UmEXPECTED  Sl-DE  EFFECTS  IN  SUBJECTS  PARTICIPATING  IN  PrCJECT(  IF  NONE 


S3  STATE): 


None 

ConclUj ions:  (1)  Beta  receptors  are  present  in  thyroid  glands~  (2J  probably 
Tsl  displaces  binding  of  TSH  and  beta  receptors,  (3)  thyroid  glands  are 
infiltrated  with  abnormal  amounts  of  T  and  B  cells  in  Graves'  disease. 


Publications  or  Abstracts.  FY-82: 


None 
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Work  Unit  #1323-80 


Study  Objective  Cont'd: 

a  and  8  cell  levels  and  function  in  peripheral  blood  and  glands  of  n/s. 
Graves',  hashimoto' s,  cancer,  and  other  thyroid  diseases,  (4)  use  hybridoma 
antibodies  against  Graves'  proteins  and  TSH  receptor  probes  in  ascertaining 
thyroid  antigens  relationships. 

Technical  Approach  Cont'd: 

effect  of  a  and  8  cells  and  their  interrelationship  in  normals.  Graves', 
etc.,  (e)  thyroid  membranes  alsoto  be  used  for  beta  and  alpha  receptor 
memner,  (f)  IgG  and  TSH  receptor  hybridomas  antibodies  to  be  used  to 
ascertain  effect  of  A  •*  E. 

Progress  During  FY-82  Cont'd: 

immunoglobulin  may  displaced  these  binding  cites. 


i 
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Date:15  Sep82  |  fay  Umi t  flip.:  1324-80 


START  l.VJ  DaTE  :  N/A 


I  Status:  [uterim  x 
Date  of  Completion:  n/a 


F  i  ."A!_ 


Key  WORDS:  clonidine,  catecholamines,  pheochromoeytoma _ 

Title  CF  Project:  Suppression  of  plasma  catecholamines  by  clonidine 


I 


Principal  IhvestigatorCs?:  Allan  Glass  ms  ltc  mc 


Associate  Investigators):  Kristen  Raines  MD  CPT  MC 


Facility:  VP.AMC 

Dept/S', 'c:  Endocrinology-Metabolism 

Accumulative  fiEOCASE  Cost: 

0 

Accumulative  Contract  Cost: 

0 

Accumulative  Supply  Cost: 
ICS  0 

FY-83  lYEBCASS:  Contract  Cost:  Supply  Cost: 

0  2.000  4.000 

Date  of 
Annual  1 

Ccr.NiTTtc  Approval  Of 

Progress  Report  Ccr<  9  c.  iqpt 

Stuoy  Objective :  To  evaluate  the  clonidine  suppression  test  as  a  means  for 
diagnosing  early  pheochromoeytoma 


technical  Approach:  Measurement  of  plasma  catecholamines  before  and  after  a 
single  dose  of  clonidine. 

Progress  During  FY-82:  4  subjects  studied.  Original  theory  validated  by 

publications  by  other  investigators.  Revised  protocol  not  started  pending 
final  approval  from  Johns  Hopkins. _ _ _ _ _ 

f'UM3€a  of  Subjects  STUDItO: 


FY-82: 


Total  (to  date): 


Before  Ca-^te na.'i  0.-  Study: 


20 


ScRIOUS/UfiEX’ECTED  SlOE  EFFECTS  IN  S'J3JECTS  pARTICIPATIflG  Itl  PX0JlC~(lr  NONE  SO  STATE): 
Moderate  hypotension  in  2  subjects  after  clonidine  -  no  sequelae 

Co.-CLJjIO.is.  clonidine  (joeg  not  suppress  plasma  catecholamines  in  patients 
with  pheochromoeytoma-  our  results  in  a  very  small  number  of  subjects 
confirm  the  data  recently  published  by  others  in  several  articles.  No  data 
on  revised  version  of  study. 


Publications  or  Abstracts-  FY-82: 
None 


Date:  210ct82  |  Wc«c  Unit  fto.:  1325-80 


Status:  Interim  x  Fkmj 


Cate  of  Completion: 


Key  I^yjs:  Thyroid/Acetylase _ _ _ _ _ _ _ 

Title  cf  Project:  Nuclear  Acetylase  Activity  and  Thyroid  Hormone  Receptors 
in  Normal,  Hyper,  and  Hypothyrid  Rats 

i 

Principal  Investigators?:  Kenneth  D.  Burman.  LTC .  MC _  | 


Associate  Imv£STIGator(s):  William  B.  Fears,  MAJ,  MC,  Keith  Lathan,  Ph.  D. 


Facility:  URftfC 

Dept/Svc : 

Accumulative  rEOCASS  Cost: 

Accumulative  Contract  Cost: 

Accusative  Supply  Cost: 

FY-83  rEDCASE:  Contract  Cost:  Supply  Cost: 

Date  of  Committee  Approval  Of 

Annual  Progress  Report  ppn  9  n  mo-j 

Study  Objective:  To  determine  if  acetylase  activity  in  rats  is  altered'by 
thyroid  hormone  administration. 


Technical  Approach:  Various  doses  of  T3  and  T4  were  administered  to  rats 
for  periods  of  approximately  2  weeks  and  liver  and  white  cells  are  isolated 
and  the  amount  of  acetylase  activity  determined  by  radiolabel. 

Progress  Duping  FY-S2 :  Studies  have  been  completed  and  tne  preliminary  results 
indicate  that  is  administration  does  increase  thyroid  hormone  action. 


f«JM3ea  Or  Su3JECTS  Studied:  Rat  Study 

FY-82i _  Total  (to  dats)j _  Before  Completion  of  Study: 

Serious/Unexpscted  Side  Effects  in  Su3jects  Participating  in  ProjectCif  none  so  state): 

None _ _ _ _ _ 

Conclusions:  T3  increases  acetylase  activity. 


Publications  or  Abstracts.  FY-82:  Abstract,  American  Thyroid  Association,  1981 


98 


Date:  250ct82 


Way  Unit  to. :  1326-81 


Status:  Interim  x  Final 


Starting  Date:  1  December  1981 _ Pat £  OF  Collet  ion  :  1  December  1 984 

Key  VioaDS:  Nibbling/Gorging  _ _ _ 

Title  cf  Project:  Nibbling  vs  Gorging 


Principal  IhvestigatorCs):  Kenneth  D.  Bunnan,  LTC,  MC  _ _ 

Robert  C.  Smallridge,  LTC,  MC,  Leonard  Wartoisky,  COL,  MC 
Associate  Investigator^):  iTrJ._LrJ  pam  r^runn  maj.  mc _ 


Facility:  VgfljC 


Dept/Svc: 


KMU 


Accumulative  r£0CAS£  Cost: 
3,000.00 


Accumulative  Cor: tract  Cost: 


Accumulative  Supply  Cost: 


FY-83  fiECCASS:  Contract  Cost:  Supply  Cost: 


Date  of  Committee  Approval  Of 
Annual  Progress  Report  FEB  2  5  1993 


Study  Objective:  To  determine  if  eating  "the  same  'amount  of' 'calories  'per Hay 
in  different  proportions  causes  difference  in  fuel  substrates. 


technical  Approach:  Patients  are  randomly  allocated  to  eating  a  given  calorie  diet, 
either  with  one  meal  per  day  or  divided  into  three  or  four  meals  oer  day.  In 
addition,  the  time  of  the  meal  in  varied.  During  each  of  these  periods  thyroid 

Progress  During  FY-82: 


Humber  of  Subjects  Studied: 

FY-82j _  Total  (to  date)j _ _  Before  Completion  of  Stuoyj _ 

Serious/Unexpected  Side  Effects  in  Subjects  Participating  in  PpojectCjf  none  so  stats): 

Conclusions:  ~  “ 


Publications  or  Abstracts.  FY-82: 

Technical  Approach  Continued:  function  tests  and  metabolic 

substrates  are  measured. 
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Date:  8  Oct  82  Vc,y  Iam  r  "a.:  1327-81 


Status:  !rif-:niM  y  Fj::; 


Start i r.3  Date:  10  July  1981 


Key  teyjS:  Sex  Steroid  Receptors,  lymphocytes 


Da te  o?  Cq->h.et[c:i:  in  Tulv  1984 


Title  CF  Project:  sex  Steroid  Hormone  Receptors  in  Human  Lymphocytes 


_Pr  INCIPal  Ifr/gSTlOATgaCs):  Robert  A.  Vigerskv.  M.D..  Jeffrey  L.  Berenberg.  Jimmy  Light 
Asscciats  IfiVeStrCATCR(s) :  David  Poplack,  MD.  Julie  Blatt  (at  NIH) _ 


Facility:  V.3A'!C 


Dept/Svc:  Kyle  Metabolic  Unit  +  Transplantation  Svc 


Accumulative  fEDCASS  Cost: 
$5162 _ 


Accu1  illative  Contract  Cost: 
None _ 


FY-83  rECCASE:  Contract  Cost:  Supply  Cost: 
0  $3.000  $8 .000 


Accumulative  Supply  Cost: 

S23Q2154 _ 


Date  a5  Committee  Approval  Of 
AfiNUAL  Progress  Report  FFB  2  5  1983 


SfUOY  OBJECTIVE: 


See  Attached 


Technical  Approach: 


See  Attached 


Progress  Curing  FY-f.2: 


See  Attached 


flii'ScR  Or  Su3JECTS  STUDIED: 

FY-82:  15  Total  (to  date):  25  _  Before  Couple  no::  of  Study:  120 

ScRicus/lhHxpscrso  Side  Effects  i?i  Su3jects  Participating  in  Ppoject( if  i.-oue  so  state): 


Conclusions:  Androgen  receptors  and  detectable  and  quantifiable  in  the  lymphocytes 
of  normal  men  but  not  normal  women  and  estrogen  receptors  are  detectable  and 
quantifiable  in  the  lymphocytes  and  normal  women  but  not  normal  men.  The 
quantity  and  affinity  of  receptors  for  the  sex  steroids  appears  to  be  the 
same  in  men  with  a  variety  of  endocrine  disorders. 


Pusu  CAT  ions  OR  Abstracts.  FY-82: 1.  Vigersky,  RA,  Rick  MK,  Cole  D,  Shohet  R,  Light  J, 
and  Poplack  D.  "Androgen  Receptors  in  Human  Peripheral  Lymphocytes", 

Journal  of  Clinical  Endocrinology  and  Metabolism,  in  press.  2)  Vigersky  R, 
Rice  M,  Cole  D,  Shohet  R,  and  Poplack  D.,  "Estrogen  Receptors  in  Human 
Peripheral  Lymphocytes",  Clinical  Research  30:278A,  1982. 
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Work  Unit  No:  1327-81 


Study  Objective:  To  detect,  quantitate  and  characterize  receptors  for 
estrogen  and  androgens  in  the  lymphocytes  in  normal  men  and  women  and  in 
the  lymphocytes  of  individuals  with  various  endocrine  and  renal  and 
neoplastic  disorders. 

Technical  Approach:  Leukaphoresis  using  either  a  manual  approach  or  by 
the  automated  blood  cell  separaters  are  used  in  all  patients  except  those 
with  renal  failure.  The  latter  undergoing  thoraslc  drainage  will  have  their 
lymphocytes  obtained  from  that  source.  Cytosol  made  from  the  lymphocytes 
is  used  for  binding  studies. 

Progress  During  FY82:  A  modification  of  the  prior  technical  approach  has  allowed 
us  to  look  at  both  cytoplasmic  and  nuclear  receptors  In  the  same  cells.  This 
has  a  great  advantage  in  detecting  the  relative  location  of  the  receptors 
which  could  previously  not  be  determined.  Several  patients  with  a  variety 
of  disorders  have  been  studied  and  comparison  of  results  of  some  of  these 
with  the  classic  fibroblasts  receptor  assay  for  androgen  has  been  achieved 
through  the  cooperation  of  Dr.  Charles  Eil  at  NNMC. 


! 


Date:  10-2M2 

UofiK  Unit  fio.:  1328-81 

Status:  Interim  X  Fi.-y- 

Starti.lS  Date:  August  1981 

Date  of  Completion:  Aucmst-  i  Q83 

Key  Words: 

Prolactin;  aging 

Title  Cr  Project:  vivo  prolactin  (PRL)  in  the  young  and  aging  female 

rat . 


Principal  IkyESTIGATOrCs):  Robert  A.  Vigersky.  M.D.;  Judith  E.  Beach.  Ph.  D. 


AssCCIATt  INVEST IGATCR(s):  none 


Facility:  VfWlC 

Dept/Svc:  Kyle  Metabolic  Unit 

Accumulative  HEOCASE  Cost: 

none 

Accimjvnv-c  Contract  Cost: 
none 

Accumulative  Supply  Cost: 
$7095.52 

FY-83  r£CCAS£:  Contract  Cost:  Supply  Cost:  1  Date  of  Committee  Approval Jk.  _ 

none  none  6200  '  Annual  Progress  Report  FEB  2  5  1983 

..  .1.  . 

- - - 

STUDY  Objective:  To  increase  the  understanding  of  the  mechanism  by  which  dopamine 
mediates  the  inhibitory  action  on  prolactin  and  the  effects  of  aging  on  this  process 


technical  Approach:  Spontaneous  persistent  estrus  middle-aged  rats  are  injected  with 
LH  and  blood  withdrawn  via  a  chronic  atrial  catheter  for  measurement  of  Drolactin. 
These  will  be  compared  to  the  response^^^i^lar  animals  pre-treated  with  ereot 

PROGRESS  C'JR  IfiG  FY-82:  All  radioimmunoassays  established.  Several  (15) spontaneous 
persistent  estrus  rats  were  chronically  cannulated  and  injected  with  LH  and 
hlwl  at  T  hour  Infervaig  over  at  least  4  days  and  the  PRL  assayed,  (continued  see.* 
Kit-Sea  Or  Sj3JECY5  STUDIED:  Delow) 

FY-82 :  ^ 0  Total  (to  date):  _  Before  Completion  of  Study:  10° 


Ser lous/Uf  jhxpecteo  Sibe  Effects  in  Subjects  Participating  in  Project^  hone  so  state): 
none 

Conclusions:  Insufficient  numbers  of  animals  have  been  completed  Eo  Statistically 
evaluate  the  results  at  present.  However,  initial  data  from  these  persistent 
estrus  rats  (  at  least  6  months  old)  suggest  that  absolute  levels  of  prolactin 
as  well  as  the  semicircadian  rhythmic ity  of  this  hormone  is  important  for 
the  temporary  resumption  of  cycles,  the  manifestation  of  pseudopregnancy, 
or  the  continuation  of  persistent  estrus  as  a  result  of  the  LH  injection. 

Publications  or  Abstracts.  FY-82: 

Beach,  J.E.,  L.  Tyrey,  D.  Schomberg  and  J.W.  Everett.  Nocturnal  and  diurnal 
prolactin,  LH,  FSH,  estrogens  and  progesterone  in  spontaneously  persistent 
estrous  rats.  Abstract  presented  at  ACE  Meetings  in  New  York  City, 

September,  1981.  Manuscript  submitted  for  publication  to  AGE. 


*  LII  assays  are  in  progress  and  additional  rats  are  allowing  to  "age"  for 
the  remainder  of  the  study. 


i 

i 
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Date:  10-20-82 

ii'oRk  Unit  No.:  1329-81 

Sfivrns:  [itTEimi  x 

Fi;>. 

Starting  Date: 

August  1981 

Date  cf  Completion:  August 

1983 

Key  (fegos: 

Prolactin;  Aging 

Title  cf  Project:  Prolactin  secretion  from  dispersed  anterior  pituitary 

cells  in  culture  and  the  effect  of  aging  on  this  secretion. 


Principal  Iim-STIC-ator's):  Robert  A-  Vigerskv.  II. D.;  Judith  E.  Beach.  Ph.  D. 


Associate  Investigators): 

none 

Facility:  WRA'IC 

Dept/Svc:  Kyle  Metabolic  Unit 

/krcuNULATivs  iuEGCASS  Cost: 

|  Accl/haative  Contract  Cost: 

Accumulative  Supply  Cost: 

none 

1 _ 

none  i 

$15061'.  28 

FY-83  r£CCAS£:  Contract  Cost:  Supply  Cost: 

jaonfi—  __uaufi _ 


Date  of  Cc.".mittee  ipprovai  Of  . 

Annual  Progress  Report  Ft  j  ad  '933 


Study  Object i ve: 


To  increase  the  understanding  of  the  mechanism  by  which 


dgyamine  ^gqxrols^grolact in  secretion  from  the  anterior  pituitary  and  effect  of 

Ttc  Mi  CAL  Approach:  Primary  cell  cultures  of  rat  nituitarv  cells  will  be 

usod  to  study  the  effect  of  hormonal  status  of  the  animal  (state  of  estrus,  per- 

sisteat  eatrusor  paeudopre  nantl  on  the  binding,  of  dopamine  agonists  and 

PROGRESS  Puri  TO  FY-82:  and  antagonists  to  the  dooamine  receptor (from  young  and  old  rats) 

A  cell  culture  facility  has  been  established.  Monolayer  and  superfusion  cell 
■njiLfura  tarhn  jqqaa -far plfii.T  t  ary  c.  nl  1  a  haup  hf»t»n  porfprrgH.  (continued  belowl  * 

florae, r  of  Subjects  Studied: 


FY-82:  30 


Total  (to  date):  80 


Before  Completion  o.~  Study:  300 


Sepicus/Unexpscteo  Side  Effects  im  Subjects  Participating  in  Prcject(i?  none  so  state): 

none 


Cq.':cl'J3  10M3 :  The  monolayer  and  super  fusion  culture  systems  show  results 
consistent  with  established  results  for  standard  tests. 


*  Normal  secretion  of  LH,  FSH  and  prolactin  as  well  as  secretagogue  response 
from  pituitary  cells  from  voung  female  rats  were  determined  in  these 
systems  for  comparison  with  hormonal  levels  from  cells  from  aging  animals. 

Publications  or  Abstracts.  FY-82: 
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Pats:  20  Oct  8^  Hay  Unit  fta.:  1330-81 _ Status:  Interim  x _ h _ 

Starting  Date:  1  Oct  82 _ Date  cf  Collet  ion:  1  _  Oct  85 _ 

Key  V<m%:  Thyroid/Hybrodoma _ 

Title  cf  Project:  Utilization  of  Hybridoma  Antibodies  as  a  Physiologic 

Probe  of  Thyroid  Hormone  and  TSH  Action 


Principal  IhvestigatorCs):  Kenneth  D.  Burman,  LTC,  NIC 
Associate  ImvcSTicatosCs) : 


Facility:  MVMC 

Dept/Svc: 

Accumulative  fEDCASS  Cost: 
6,000.00 

Accuhlativs  Contract  Cost: 
58,304.00 

Accumulative  Supply  Cost: 
58,6-78.80 

FY-83  fECCASE:  Contract  Cost:  Supply  Cost: 

Date  of  Cct-.nittee  Approval  Of 

Annual  Progress  Report  ccr  9  5  1QRR 

1 

St'JOY  Osj=CTI\'E:  To  make  antibodies  against  T3  receptor,  TSI,  and  TSR  receptor. 


Technical  Approach:  This  is  a  very  difficult  and  complicated  procedure  involving 
the  fusion  and  making  of  hybridoma  cells  and  culturing  out  these  cells  and 
isolating  the  monochromal  antibodies  made. 

Progress  Dupuis  FY-S2:  In  January  1982  we  worked  with  the  WRAIR  Hybridoma  Laboratory 
and  were  successful  in  making  antibodies  against  TSH  receptor.  However,  tech- 
nical  problems  precluded  their  routine  use  and  we  are  repreforming  these  studies 
Rutsen  of  Subjects  Studied:  ~  as  of  this  date. 

FY-82 :  Non e  Total  (to  date):  None _  Before  Completion  of  Study : 

ScRious/Ukexrected  Side  Effects  in  Subjects  Participating  in  Project(if  none  so  state): 

None _ 

Co.'IClusioms:  None  yet.  ~~  ~ 


i 


Publications  or  Abstracts.  FY-82:  None 
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Date :  250ct82  1  l.'oSK  &HT  Ko. :  1331-81 


Status:  I  nte  n : h  x  Final 


Starting  Pate:  1  August  1981 


Date  of  Collet  ion:  1  August  1984 


Key  Ussjs:  TSH/TRH/Metoclopramide/Fasting 


Title  cf  Project: 


The  Effect  of  Metocloprami.de  on  TSH  Response  to  TRH 
During  Fasting 


Principal  Invest i gator (s)  : _ Kenneth  D.  Burman,  LTC,  M C _ _ 

Associate  InvestigatorIs):  Robert  C.  Smallridge,  LTC,  MC,  Phyllis  Kesler 


Facility:  jjRWjC 


Dept/Svc:  KMJ/DCI/Div  pf  Physio 


Acglmulative  i'cCCASS  Cost: 


Accumulative  Contract  Cost: 


FY-83  riEDCASE:  Contract  Cost:  Supply  Cost: 


Accumul  at i vs  Supply  Cost: 
1.921.85 


Date  of  Committee  Approval -Of.  „ 
Annual  Progress  Report  tto  *  o  19? 3 


Study  Qsj-ctivs:  To  determine  if  dopamine  antigonist  will  alter"  prolactin 
ot  TSH  during  fed  and  fasting  periods. 

technical  Approach:  Patients  are  placed  on  a  weight  maintaining  diet  for  5 
days  and  fasted  for  approximately  10  days.  Metoclopramide  is  administered 
in  separate  patients  during  either  one  of  those  two  periods  and  compared 
Progress  Puri  tig  FY-82:  Approximately  25  patients  were  studied  and  it  is  concluded 
that  there  has  been  no  change  in  prolactin/TSH  response  with  or  without 
Metoclopramide  and  that  fasting  did  not  alter  prolactin  levels  but  does 
KUMBSft  OF  Su3JcCTS  STUDIED: 

FY-82:  30  Total  (to  date):  30 


Before  Completion  of  Study:  35 


Serious/Unexpscteo  Side  Effects  in  Su3jscts  Participating  hi  Project! if  none  so  state): 
None 

Concl'JS lOfis:  Dopamine  does  not  regulate  TSH  or  prolactin  in  the  fasting 

period  differently  than  in  the  fed  period. 


Publications  or  Abstracts.  FY-82: 

Technical  Approach  Cont'd: 
with  placibo  administration. 

Progress  During  FY-82  Cont'd: 

alter  TSH  levels  as  they  decrease  during  fasting. 
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Date:  15  Sep  82  Way  Cuit  {.‘a. :  1332-82  1  Status: _ IiiT£;:m  x _ Final _ 

Start i:.a  Date:  n/a _ Pats:  of  Cwletio^:  _ 

Key  liyjs:  cancer,  adrenal  insufficiency _ _ _ 

Title  cf  Project:  Limitation  of  Adrenal  Reserve  in  Patients  with  Malignancy. 


PRINCIPAL  I?iV;'.SnCATGR.s):  Allan  Glass  MD  LTC  MC _ 

Associate  IwestioatorCs):  Nelson  Lum  md  cpt  mc _ _ 

Facility:  VfRAvC _ Dept/Svc:  Endocrinology-Metabolism _ 

Accumulative  fHCCASS  Cost:  AcciasAATivs  Contract  Cost:  Accumulative  Supply  Cost: 

_ 0  _ |_ _ _0 _ _ [  0 _ 

FY-83  r'ECCASS:  Contract  Cost:  Supply  Cost:  Date  of  Committee  Approval  Or 

o  1 1 ,000  2.000  Annual  Progress  Report  FEB  2  5  I9fl? 


Stooy  OsJjCTIVE:  Tq  evaluate  the  status  of  adrenal  function  in  patients 

_ with  cancer. _ _ _  .  _ 

TECHNICAL  Approach:  Performance  of  short  ACTH  tests  in  patients  With  * 

malignancy. 

Progress  During  FY-S2:  Approximately  15  patients  studied,  No  data  calculated 
or  assays  run  until  more  patients  are  completed. 


ffllrSER  Or  SJ3JECTS  STUDIED: 


FY-S2: 


Total  (to  date): 


Before  Completion  or  Study: 


Sep.ious/Unhxpscteo  Side  Effects  in  Subjects  Participating  hi  Projector  done  so  state): 


None _ 

Conclusions: 


Deferred- insuf f icient  data 


Publications  or  Abstracts.  FY-S2: 
None 
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Date:  140ct82  1,'gy  fair  Ho. :  1333-82  _ ^Status : InTi^iH Fi _ 

Staptk.U  Date:  1  October  1981  Date  c;-  Cci-pi  etic:i:  1  October  1985 


Key  Iopds:  Thyroid  Function,  Critical  Illness _ 


Title  c?  PfiOJiCT:  Thyroid  Function  in  Ciritcal  Illness 


PRINCIPAL  IwF.SUGATca's):  K.D.  Burman,  LTC,  MC _ 


Associate  Invest igatop(s):  Jim  Bombenger 


Facility:  WRA'-IC  Dept/Svc:  Endocrine/Medicine/Pulmonary  Endocrine 

*:  ,~r  * ; "j  ^ ^ LT'ITT^ ,u "  Z  -  2 r  _ 1 —  y-jj- 

Accumulative  fEGCASS  Cost:  Accumulative  Contract  Cost:  Accumulative  Sjpply  Cost: 

680. 12- 


FY-83  r£CCAS£:  Co.ntp.act  Cost:  Supply  Cost: 


Date  o.-  Cck'h  ttec  Approval  Op  , 

Annual  Progress  Repc.tt  Fuo  2  .  »*J33 


Study  OBJECTIVE :  To  determine  what  routine  thyroid  function  test  are  and  to 
determine  what  T3  receptors  are  in  the  ciritcal  ill. 


TECHi-iical  Approach:  Radioimmunoassay  of  serum  T3,  T4 ,  rT3,  TSH,  and  isolation 
of  white  cells  and  measurement  of  T3  and  T4  receptors  in  peripheral  lymphocytes. 


PRC33533  During  FY-S2:  Approximately  15  patients  have  been  entered  in  this  protocol 
and  we  have  studied  the  white  cell  receptors  in  two  different  ways  utilizing 
solubilized  and  nonsolubilized  techniques.  It  appears  that  patients  with 


Hu; 353  o.r  Subjects  Studied: 

FY-82 :  1 5  Total  (to  date):  ^5 _  Before  Completion  o,-  Study:  ^ 


Sep.ious/L'nexpccted  Side  Effects  in  Subjects  Participating  in  PtojectCif  s:xh  so  stats): 
None _ 


CONCLUSIONS:  Radioimmunoassay  pf  serum  T3 ,  T4,  rT3,  TSH,  and  isolation  or 
white  cells  and  measurement  of  T3  and  T4  receptors  in  peripheral  lymphocytes. 


Publications  o?.  Abstracts.  FY-S2:  Presentation  at  the  American  Thyroid  Association 
Meeting,  1981,  paper  being  written  concerning  newer  results. 


Progress  During  FY-82  Cont'd: 

a  critical  illness  may  have  a  decreased  receptor  binding  and  certainly  always 
have  decreased  serum  T3  and  most  of  the  time  serum  T4  and  that  TSH  may  not 
be  an  accurate  measure  of  the  disease  process. 
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Date  122  Spo  8 b  Iky  Um : t  Ho . :  1  3 34 -8 2 _ I  Sr atus;. Jw h a_x __ F£* , _ 

Start  i.lo  f)/.r£:  September  1982 _ Date  cp  Cow^ieti o:i: _ Spring  1983 _ 

Key  V-yjs:  Nutritional  assessment _ _ _ 

Title  cp  Paoject:  Dietary  Approach  to  Nutritional  Status  Assessment 
in  Endocrine  Disorders 


Principal  IkvsstigatsaCs):  Dawn  E.  Carlson 

ASSCC [ATt  IflVcSTrCATSsCs):  None _ 


Facility:  VffA'IC 


Dspt/Svc:  Endocrine-Metabolic  Service 


Accu;  illative  iHCCASt  Ccsr:  Acctt:u>_Avtvi  Ccutract  Cost:  Accu';'jlativc  Supply  Cost 

_ 0 _ 0  _ _ _ 0 _ 

FY-33  rECCASE:  Contract  Cost:  Supply  Cost:  Date  op  CcviiTYrC  Apmkj'^l  0f„ 

0  0  0  A'WUAL  PrTO-saiss  Report  FEB  2  5  1983 


Study  Objective:  To  determine  incidence  of  nutritional  problems  in 
patients  admitted  to  the  Endocrine  Service 

■Fcwcal  /^PRtnor  Patients  will  complete  a  nutritional  risk  quest i onna ire 
and  “diet  history  form.  Data  will  be  evaluated  by  principal  investi¬ 
gator  to  determine  nutritional  adequacy  of  diet  consumed  by  patient. 

Pfi003-5S  Cup.itiQ  FY-S2:  Forms  and  analysis  tool  were  developed,  protocol  was 
written  and  approved,  and  data  collection  was  initiated. 


Ilu.35*  OP  $U3JsCTS  STUDIED: 

FY-82:  4  Total  (to  cate):  4 


Before  Completion  op  Study:  50 


Set? 1 0U s/tii'fHX’SCTEC  SlL'S  EFFECTS  Iff  Su3J£CTS  pAP.riCIPATIf'S  Iff  p,TDJECT(l?  f!D.\£  SO  STATE): 
No  serious/unexpected  side. effects 

Co.':clu3—3:  Not  applicable 


PuattCATioMS  o.?  Abstracts.  FY-S2 : 
None 
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Title  C?  PROJECT:  Effect  of  Calcium  Channel  Blockers  on  Pituitary  Testicular 
Function. 


Pdi?;CE?al  Ikvf.STIC-atc^s):  Allan. Glass  MD  LTC  MC 
Associate  lnvssTiCATat(s):  Anthony  zavadii  md  ltc  mc 


naO'A.lHlC 

Facility:  KW£ 

Dept/Svc:  Endocrinology-Metabolism 

Accumulative  f'EGCASE  Cost: 

0 

Accumulative  Contract  Cost: 

0 

Accumulative  Sjpply  Cost: 

.  0 

FY-<83  r£DC/\S£ :  Contract  Cost:  Supply  Cost: 

n  9 , 000  3 , 500 

Date  of  Committee  Approval  Of. 

Annual  Progress  Report  FEB  2  5 

1 

Study  Objective:  To  evaluate  the  effect  of  nifedipine  on  pituitary  function 


TSCHi-1  ■  cal  Approach :  performance  of  pituitary  function  tests  before  and  after 
patients  are  started  on  nifedipine 

PR003E33  Pti.TifiG  FV-S2:  One  patient  studied  pre-nifedipine.  Further  progress 
temporarily  halted  due  to  departure  of  cardiology  co- investigator.  Will 
resume  in  FY  83. _ _ _ _ _ 

fiu'tssa  o?  Subjects  Studied: 

FY-82:  1 _  Total  (to  cate)  :  1  _  Before  Completion  of  Study  :  N/^A 

StP-IoubAIi'iexpscted  Side  Effects  in  Subjects  Participating  in  PrcjectCif  io.'.e  so  stats): 

None 

Conclusions:  Deferred- insuf f icient  data 


Publications  or  Asstracts.  FY-S2: 
None 
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Date :  1 8  Oct  82 1  '..'ay  l/;ir  f.'a.:  1336-82 _ 1  Status:  Ikt: rim  X  F i:ta-. _ 

Start  i:.o  Date :  March  1983 _ Pat;  cf  Collet  ic:i:  March  1984 _ 

K£y  j^ojs:  Development  Antisera/RIA  Procedures  la, 25 (OH) _ 

Title  cf  Project:  Development  of  an  Antisera  and  a  Radioimmunoassay  (RIA) 
Procedure  for  the  Analysis  of  la,  25-Dihydroxycalciferol 

P»ti?:ci?al  iKVESTlQATcaCs?:  Joseph  Bruton,  Ph.  D. _ 

Associate  IiivssTtCATca(s):  H.  Linton  Wray,  Etheibert  Dawson  and  Vincent  Butler 

Facility;  tflffiC _  I  Dept/Svc:  DCI/KMU _ _ 

ACCUMULATIVE  i'cCCAS  COST:  ACCUMULATIVE  CONTRACT  COST:  ACCUMULATIVE  SUPPLY  COST: 

None  I  .  None  .$4,500 


FY-85  r'£CCAS£:  Contract  Cost:  Supply  Cost: 

800  6.000 


Date  op  Committee  Approval  Of 
Annual  Progress  Report  FFR 


25  mi 


SruoY  03J=crrve:  To  produce  a  suitable  antisera  in  rabbits  whicTi  wimie 

used  to  develop  a  sensitive  RIA  procedure  for  the  determination  of  la, 25(OH)2D3 

in  human  serum - 1 _ _ _ 

TEchm-cal  Approach:  Preparation  of  a  suitable  conjugate  of  la, 25- (OH) 2D,  to 
which  a  large  protein  may  be  attached.  Injection  of  this  protein  Hlpten 

into  rabbits  for  production  of  a  suitable  antisera. _ 

Prcsp.-es  Curios  FY-S2:  A  suitable  conjugate  to  la,25(OH)2D3  has  been  developed. 

We  are  now  ready  to  add  the  protein  and  follow  up  witlithe  animal  injections. 

flttSER  OF  SU3J2CTS  STUDIED: 

FY-82:  None  Total  (to  date):  None  Before  Co*lstic?j  of  Study;  None 

Sericus/Unexpecteo  Side  Effects  in  Su3jzcts  Participating  in  PrsjectCif  i:o::e  so  state): 

None 

Co.':cl’JSIC.ts:  The  production  of  a  suitable  antisera  will  give  rise  to  an 
assay  procedure  that  will  be  selective  for  la,25(OH)2D, .  This  procedure 
will  then,  be  employed  to  study  human  physiology  of  vitamin  D  metabolism 
in  selective  pathological  cases. 


Publications  or  Abstracts.  FY-32:  None 
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Status:  Iht£«i:-i  X  Fi:y»_ 


Date:  140ct82  Itay  Ch:t  l! a. :  1337-82  _ 


Stas  n.VJ  Date:  1  Jan  82  Date  of  Collet  io;i:  1  Jan85 


Key  Words:  Thyroid/ Immunoglobulin 


Associate  Invest igatcrCs):  o.G.  Rodman 


Facility:  WRA'IC 


Dept/Svc:  Endocrine/Dermatology 


■ 


Accumulative  rEGCASE  Cost:  Accumulative  Cc:itpact  Cost:  Accumulative  Supply  Cost 


FY-83  riiEECASS:  Contract  Cost:  Supply  Cost:  I  Date  of  Cctm;tte£  Appro */al  0 

I  ANNUAL  PROGRESS  REPORT 


Stuoy  Objective:  To  determine  if  patients  with  or  without  pretibial  mixedema 
and  other  evidence  of  immune  complex  disease  and  autoimmuno  thyroid  disease 

TECwtroy,  A ppsoach:  Skin  biopsies  of  effected  and  non-effected  area. 


Progress  During  FY-82:  3  Patients  were  biopsied  without  complications.  There 

was  no  circulating  or  deposited  immunoglobulins. 


f!ufi3sa  of  Subjects  Studied: 

FY-82:  3  Total  (to  dats)j _ 3 _  Before  Completion  of  Stlb’q _ 


SeriousAIoiexpccted  Sice  Effects  in  Subjects  Participating  in  PrdjectCjf  none  so  state): 

None 

Conclusions:  Immuno  complexes  are  not  present  or  antibodies  are  not  deposited 
in  tissue  in  patients  with  uneffected  disease.  We  are  waiting  until  patients 
with  effected  skin  to  come  to  enter  the  protocol  and  to  determine  if  that  wi71 
be  associated  with  antibody  formation. 


Publications  or  Abstracts.  FY-82: 


Study  Objective  Cont'd. 

have  immunof lourescently  determined  antibodies  in  their  skin. 


Dat 


START  !.\8  HaTP-  1982 


Status:  Interim  X  Fikal 


DaTF  OF  fwi  FT  I  PM: 


Key  \to«DS:  Receptors/Mononuclear _ ' _ 

Title  cf  Project:  Membrane  receptors  in  peripheral  circulating  mononuclear  cells 


Principal  Investigator's): 


Associate  Investigators): 


Facility:  WRAMC 


Kenneth  D.  Burman,  MD 


Dept/Svc: 


Accumulative  KEDCASE  Cost:  Accumulative  Co.ttract  Cost:  Accumulative  Supply  Cos 


H 


Date  of  Committee  Approval  Of 
Annual  Progress  Report  25  Feb  8  3 


FY-85  f ECCASE :  Contract  Cost:  Supply  Cost: 


Study  Objective:  To  measure  membrane  receptors  in  humans. 


TEch,~  cal  Approach:  isolation  of  white  cells 


Progress  During  FY  82:  Beta  receptors  measured  in  20  patients  found  to  increase  with 
exercise 


fiUK3cft  o?  Subjects  Studied: 

FY-82:  20  Total  (to  date)  :  20 


Before  Completion  of  Study: 


ScR I OUS/UflEXPECTED  SlDE  EFFECTS  IN  SUBJECTS  PARTICIPATING  IN  PiR0JECT(|F  (ONE  SO  STATE): 

None 


Conclusions:  (i)  Beta  receptors  increase  in  exercise.  (2)  Beta  receptor  binding  is 
blocked  by  circulating  immunoglobulin  receptors. 


Publications  or  Abstracts.  FY-82: 

Manuscript  submitted. 
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Date:  250ct82  lifay&crfa.:  1339-82 


Status:  Inn  R  1*1  X  Fo. 


START  KJS  DaTE: 


1982 


Oats  of  Ca’H-;Ttc:i: 


Key  IfeaDs: 


Immunology/Thyroid 


Title  Cf  Project:  Immunology  of  Thyroid  Disease 


Principal  IwgSTfCATCRvs):  Kenne.th  D.  Burman,  LTC,  MC 


Facility:  VfW!C 

Dert/Svc: 

Accumulative  rEGCASS  Cost: 

Accumulative  Contract  Cost: 

Accijkulativs  Supply  Cost: 

FY-83  MCCASE:  Contract  Ccst:  Supply  Cost: 

Date  of  Committee  Approval  Of 
rm pl  Progress  Report  prn  ?  5  icq-i 

.  1 

1 

Stuoy  Objective:  To  investigate  the  mechanism  of  immune  thyroid  disease. 


TEch.-i-cal  Approach:  The  technical  approach  is  a  complex  method  involving  identif  ication 
of  specific  t  and  b  cells  in  human  blood  and  thyroid  as  well  as  developing  complex 
hybridoma  technology  to  develop  antibodies  against  these  receptors. 

Progress  Curing  FY-S2:  We  have  developed  an  ELISA  assay  to  measure  directly  immunoglobulins 
formed  in  Graves'  disease  and  have  determined  that  23  of  25  untreated  Graves'  patients 

hav<>  ahnnrma I  values. _ _ _ • _ 


l«tt3cR  Or  SU3JECTS  STUDIED: 

FY-82:  Total  (to  pats):  25 


Before  Completion  a-  Study:  70 


Sericus/Ukexpecteo  Sios  Effects  hi  Subjects  Participating  in  Project(i?  boss  so  state): 

None  _  '•  •» _ • _ 

£0’,cig--c?l3:  Because  of  esensitivity  and  specificity  an  ELISA  assay  is  a  useful 

probe  when  investigating  the  mechanism  by  which  TSH  receptor  antibodies  initiate 
disease. 


Push  cat  ions  oa  Abstracts.  FY-82: 

Abstract:  A  Sensitive  and  Rapid  Enzyme  Linked  Immunoabsorbant  Assay  for  Thyroid 
Stimulated  Hormone  Receptor  Antibodies.  OR  Baker,  YG  Lukes,  RC  Smallridge,  M 
Burger,  KD  Burman,  American  Federation  for  Clinical  Research. 


Date:  250ct82 
Startup  Date: 


ifagc  Usit  f!o.: 

1982 


1340-82 


_ 1  Status:  luriniH  X  Fi,--. 

Date  cf  Co-rt.cTic.-i: _ 

Key  >&qs:  Beta  Receptors/Thyroid 

Title  cf  Project:  Adrenergic  Sensitivity  and  the  Thyroid 


Principal  I;p/£srtgAToaCs>: 


Kenneth  D.  Burman,  LTC,  MC 


Associate  InvesTtOAToaCs): 


Keith  Latham  " 


Facility:  KVM C 


Dept/Svc: 


Accumjlat t v=  r£DCAS£  Cost: 


Accusaatiye  Cg.-tract  Cost: 


FY-85  rSCCASt:  Contract  Cost:  Supply  Cost: 


Accumulative  Supply  Cost: 


Date  of  Ccfnittse  Approval  Of 
A'ihual  Progress  Report  CPR  2  5  101*1 


Study  Objective:  To  investigate  if  patients  have  autoimmuno  antibodlei  againsTTSSTS 
receptors  when  they  have  thyroid  disease. 


TlSffl.'-gflr  Approach:  t0  Develop  a  beta  receptor  assay  when  is  sensitive  and  specific 
and  to  develop  methods  for  screening  for  antibodies  that  have  been  formed  against 
bfta-f»ce»tOAS>- - - - * - - - - 

Prcoress  C-jRifB  FY-S2;  We  have  developed  a  sensitive  and  specific  assay  for  measuring 
beta  receptor  antibodies  and  have  determined  that  they  are  present  in  thyroid  gland 
lisaue-aod  that  bypacthyraid  *nH  euthyroid  people  have  the  same  number  of  receptors. 

fkjTSER  Or  Sil3JcCTS  STUDIED: 

*  . 

FY-82:  25  Total  (to  date):  25 _ Before  Completion  a-  Studyj _ 

SsricusAL'jsxpcCTso  Sioe  Effects  in  Subjects  Participatics  in  Project(if  nous  so  state): 

None _ '•  > _ •  _ 

Co-Tcuusta’is:  Beta  receptor  antibodies  are  present  in  thyroid  tissue  and  are  no 

different  in  hyperthyroid  and  euthyroid  people. 


Publications  at  Abstracts.  FY-82: 

Beta  Receptors  Accutely  Increase  During  Short  Term  Exercise,  Burman,  Ferguson, 
Smallridge,  Latham,  Wartofsky.  Submitted  for  publication  NEJM. 
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Review  of  Annual  Progress  Reports 

Dr.  Wayman  Cheatham  FR0M  Dr.  Kenneth  D.  6rman  DATE  27  Jan  83  CMT ' 
DCI  '  Burman/lmm/6-1743 


1.  This  DF  is  in  response  to  your  questions  concerning  the  budget  of  $16,200.00  FY  83  and  84 
inclusive  for  protocol  #1340-82  entitled  "Adrenergic  Sensitivity  and  the  Thyroid  Gland",  whereas 
the  original  request  was  $3,900.00.  The  reason  for  this  discrepancy  mainly  relates  to  the 
interesting  results  which  have  been  found  that  indicate  that  immunoglobulins  circulate  and  initiate 
disease  and  that  these  immunoglobulins  have  characteristics  of  beta  receptors.  The  enhancec 
funding  mainly  relates  to  previous  communications  with  the  Department  of  Clinical  Investigation 
concerning  making  a  hybridoma  against  the  white  cells  of  patients  who  make  these  particular 
antibodies.  This  hybridoma  protocol  has  been  devised  and  supported  by  the  Department  of  Clinica 
Investigation;  the  supplies  which  are  necessary  for  the  development  of  this  approved  hydridoma 
contract  represent  the  main  difference  in  the  price.  We  expect  that  this  protocol  will  continue  as 
it  is  giving  tremendously  interesting  results.  However,  the  cost  in  the  following  years  will  not  be 
as  high  and,  in  fact,  we  fully  expect  the  cost  in  FY  84  will  probably  reach  half  of  that  requested. 


KENNETH  D.  BURMAN,  M.D. 

LTC,  MC 

Assistant  Chief,  Kyle  Metabolic  Unit 
and  Endocrine-Metabolic  Service 


HtPlACItl  I 


I  Mill 


00  FOftM  H,  WHICH  It  OIIOUTI. 


OOPO-IOTf— 0M-422/10M 


1 

i 


Date :  15  N 0 v  toy  &JIT  No, :  13  43-82 


Status:  {kteru-i  x  Fr.V! 


Sta9T!'a3  Da tp  : 


JUNE  1982 


flATP  TIP  C.Qt**  cTIOM: 


Key  \Josas: 


Unilamellar  phospholipid  vesicles  1SH  Receptor 


TITLE  CF  PROJECT:  Purification  of  thyrotropin  receptor  from  thyroid  gland  ind 
incorporation  inco  unilamellar  phospholipid  vesicles 

Principal  Investigator's):  CPT  Patricia  Young,  PhD  MSC _ _ 

ASSOCIATE  Investigates):  LTC  Kenneth  Bur  man,  MD  Yvonne  Lukes 


Facility:  VRAMC 

Dept/Svc:  Clinical  Investigation 

Accumulative  f^ICASE  Cost: 

Accumulative  Contract  Cost: 

0 

Accumulative  Supply  Cost: 
3,000. 

FY-83  r£CCAS£:  Contract  Cost:  Supply  Cost: 
n  5Cr0  5.000 

Date  of  Cciwitee  Approve  Of 

A.nnual  Progress  Report  FEB  2  5 

L_ 

Stuoy  Objective:  To  obtain  biologically  active  purified,  TSH  receptor  and 
incorporate  it  into  a  unilamellar  phospholipid  vesicle. 

TECHNICAL  APPROACH:  TSH  receptor  purification  will  proceed  by  atfiniLy  chuiu-tography 
Uhilame liar  vesicles  will  be  made  by  interacting  the  receptor  with  lecithin 
and  deoxycholate  followed  by  dialysis  and  column  chomatography . 

PROGRESS  Curing  FY-82:  We  have  purified  a  TSH  receptor  f rom  bovine  thyroid 
and  are  ready  to  proceed  with  a  human  TSH  receptor  purification.  We  have 
synthesited  unilamellar  vesicles  not  containing  the  receptor  and  tested  all 

pf  uie  uiecho<toipgr» - - - 

fiillKs  Or  5U3JECTS  Studied: 


FY-82: 


Total  (to  date) : 


Before  Completion  op  Study  : 


Serious/Unsxpected  Side  Effects  in  Subjects  Participatmg  in  Project(if  none  so  state): 

No  serious  /unexpected  side  effects 


Conclusions: 


NONE 


Publications  op.  Abstracts.  FY-82: 
NONE 
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Start i :  •j  Date:  Not  vet  begun 


Date  c:-  Collet  i  0:1 : 


Key  \bft3S:  Hirsuitism.  Cimetidine.  Spironolactone _ 

Title  cf  Project:  Treatment  of  Hirsuitism  with  topical  Cimetidine  or  topical 
Spironolactone 


Principal  Investigator's) •  Robert  a.  Vigerskv.  m.d. 


Associate  InvESTlOATCR(s):  Albert  Szkutnik,  R.  Ph 


Study  Objective:  To  treat  hirsuit  women  by  the  topical  application  of  the 
antoandrogens  spironolactone  or  cimetidine 


TPChm ; cal  Approach:  The  drugs  will  be  incorporated  into  individual  creams  which  will 
be  applied  3  times  daily  to  the  affected  areas.  The  hair  growth  rate  will  be 
determined  before  and  after  and  at  the  end  of  a  3  month  period.  A  3  month  trial  of 
ngn/w  alnna  will  occur  -bafnrn  ar...,a.E.t.ar.. ,tha  rream  p1n.g.<Lrng  Bn  a  Hnuble  hUnd  fashion 

Progress  Curing  FY-82 :  This  protocol  has  not  yet  been  approved  by  the  Office  of  the 
Surgeon  General 

iiUKSeit  Or  Subjects  Studied: 

FY-82:  0  Total  (to  date)j _ 0  Before  Completion  of  Study: _ 20 

Sericus/Ujexrected  Side  Effects  in  Subjects  Participating  in  ProjectCif  none  so  state): 

Not  applicable 

to'CLUalCfis:  ye  hope  to  begin  the  study  before  the  end  of  the  calendar  year. 


Publications  or  Abstracts.  FY-32: 
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Date:  Via*  Unit  No.:  1415  _ |  Status:  !ktl;;in  x  Final _ 


Start  i:.s  Pats  : _ 1978 _ Pate  of  Collet  ion:  . 

KeyWsrds:  Esophageal  Clearance,  Esophageal  Transit,  FtnnhAnPAlPNlnnnmet 


Title  cf  Pfojfct:  Esophageal  Acid  Clearing:  Quantitated  by  Radioisotopic  Scan 


Principal  IuvEsncATOsCs);  COL  Lawrence  F.  Johnson.  M.D. _ 


Associate  Investigators):  LTC  Roy  K.  H.  Wong.  M.D. _ 


Facility:  WPANC  I  Dept/Svc:  Gastroenterology  Service 


Accumulative  rEOCASE  Cost: 
0 


FY-83  KEDCASE:  Contract  Cost:  Supply  Cost: 
0  0 _ 


Accumulative  Cc: tract  Cost:  Accumulative  Supply  Cost: 

0  $500.00 


Date  of  Committee  Approval  Oe 
Annual  Progress  Report  FEB  2  5  7983 


Study  Objective:  To  study  the  clearance  of  acid  from  the  esophagus  utiTTzTng 
the  radioisotopic  technique.  Also,  to  study  the  effects  of  a  pharmacologic 


technical  Approach:  Specific  changes  have  been  made  in  the  design  of  the  protocol 
in  that  the  patients  will  be  asked  to  swallow  a  specific  times  over  a  period 
of  time  rather  than  to  swallow  in  an  uncontrol  1 ed  fashi on . 


Progress  Curing  FY-82:  During  FY82,  these  changes  (above)  have  been  made  in  addition 
to  reprogramming  the  computer  to  analyze  the  data  in  this  fashion.  Reprogramming 
the  method  of  data  collection  and  change  in  the  design  of  the  protocol  has 


Humber  Or  Subjects  Studied:  taken  place  over  FY-82. 


Total  (to  date): 


Before  Completion  op  Study:  20 


Serious/Unexpecteo  Side  Effects  in  Subjects  Participating  in  PrdjectCif  none  so  stats): 

NONE 


Conclusions:  A  change  in  the  design  of  the  protocol  to  allow  patients  to  swallow 
at  specific  intervals  versus  swallowing  in  an  ad  lib  fashion  has  been  added 
to  the  protocol.  Reprogramming  of  the  computer  to  allow  for  these  changes 
has  also  been  made. 


Publications  or  Abstracts.  FY-82:  NONE 
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Pat;:  5  Oct  82  1  jfo'g:  C-.-r  i . :  1416  _  _ iS^rZ-'i:  A _ 

Start ilo  PaTc: _ _ r;.  .rj  :  . .  _  __ _ 

K-;v  lc-os:  Achalasia,  Esophageal  Emptying,  Postdilation. _  __  _ _ _ 

Title  Cr  Project:  Esophageal  Emptying  in  Achalasia:  Quantitated  by  "Radioisotopic 
Method 


PpiAcr.v;.  ?ny;sr;oATsa(s):  COL  Lawrence  F.  Johnson,  M.D. _ 

Assoc [ate  I:ivcsrtCAT33(s? :  LTC  Roy  K.  H.  Wong,  M.D. _ 

Fac:u!ty:  S-.pt/Svc:  Gastroenterology  Service 


Acclviulauve  rcPCASE  Cost;  Accu' illative  Contract  Cost:  Accumulative  Supply  Cost: 

_ ___Q _ _ 0_ _  0 _ 

Ft -33  iv5PC/V3c :  Contract  Cost:  Supply  Cost:  Oath  c CcvtiUF".  approval  Op 

0  0  _ 0 _  /uiNUAL  PROGRESS  REPOST  PfR  2  5  1< 

Study  Objective:  To  study  the  effects  "6 f” "d i Tat i on ” on"  ’ esopha 'gea 1~ 'emptying ; • 


Ti'o-.vr,-;.  twjvH:  To  measure  esophageal  emptying  of  a  solid  meal  in  patients 
with  achalasia.  Technetium  was  tagged  to  cornflakes  and  milk  and  from  this 
an  esophageal  emptying  profile  was  established.  Patients  will  be  studied  (see  below) 
FrcS'- os  Pup: vs  rV-?2:  <7  patients  have  been'  studied  in  this  manner: 


lv.ptp  a  "sjhcts  iTUDjto: 


FY-32 : 


Total  (to  date): 


Before  Co:-"_e tic-:  c.-  Study:  30 


S 'R!C.  j/u  :?'\PiC7ED  SiO£  Lr-ECTZ  IN  SjijECTS  PARTICIPATING  in  pROJEC r(  1  r  SO  S'ATE): 

NONF 

Cl.  ;:jj- :  -isT  OaTa~  con'ce  rh'Thg  t  fns~ project'  ~h3t~~be  eir  ~  a  ccumu  1  a  ted  over -the  last 
sjyearsjhd  continues  to  be  accumulated. 


I'urLicATioNs  cr  AasTPACTu.  FY-S?:  Oata  in  one  part  of  this  study  has  aready  been 
published  in  Digestive  Diseases  1981. 

Technical  Approach:  continued 


with  a  radioisotopic  scan  pre  and  post  dilation. 


m 


;  6  Oct  82  i  '.L-s  l\<r  U:,.:  1417 


VrV  IC05: 


_ |  Srvti?: _ X 

f  .I--  ,  -  Covh  •  na-i:  1983 


T:r_!.  r.-  r.-jjicv:  Plasma  Ligandin  in  Liver  Disease 

.  ..-v.  I<v.7s.r:  v.'S.iV:  MAJ  Maria  H.  Sjogren,  M.D.  .  _ . . 

.‘■jz !:.-.-sr;cA:r!(s):  COL  L.  F.  Johnson,  M.D.,  LTC  R.  W._$jogren>__M.j).- 
P;;i'.171'.  I _  I  I . Gastroenterology  Service 

iltLCAi7  Cost:  j  /.ecu  •  Cc:..7:icr  w:,r:  j  v  •  r..-  F.  _*■ 

_ _  « _ _ _ _ _ _ _ _ j _  __ 

F.-il  Contract  C.-;r:  S- Cvii :  i  : r . r r  i 

_ _ _  :  /.'-VJ -L  -S3  P,?' :.3.I  FtB  2  5  19°^ 


Frc'r  C;jscr:v::  The  aim  of  tbe  study  is^tp  assess, plasma  ligandin  levels  as, a 
potentially  more  sensitive  indicator  of  hepatocellular  damage  than  currently 

avj±Ublj_lestiL _  __ 

TLc-i:i;rA>.  A/vru v -i :  Patients  having  liver  biopsies  at  Walter  Reecf  ftrmy  Medical  Center 
have  blood  drawn  for  clinical  assessment.  An  aliquot  is  removed  and  frozen  for 
plasma  ligandin  content.  Plasma  ligandin  content  is  determined  by  a  (see  below) 
Prcc^-s:  FY-S7:  23  samples  were  cdTVe’cted  'from'TDct  81  through *30 'Sep* 82 

Bringing'' the  total  to  349  samples.  It  is  anticipated  that  when  approximately  500 
samples  are  available  for  analysis,  statistically  meaningful  results  can  be  drawn. 

Sc-3_:crs  Stud i so: 

_ 23_ Tot.m.  (to  pat;):  349 _ Shfoss  CrrtHer;?.-:  c.r  Stupy:  500  (estimated) 

S-a.cus/lhr  ;>=crcp  trr?crs  n  Subjects  fv.irtcie.’.nf.G  n  Ppcj:.ct(i-  ;.y-i  sc  stati): 

None 

Cr.r.L.i?:ccs:  Not  available 


ii:rciCAno;,3  c::  Ass  re  acts.  FY-S2:  None 

Technical  Approach,  continued:  sensitive  and  quantitative  radio¬ 
immunoassay  technique  at  Albert  Einstein  College  of  Medicine  in 
New  York.  Correlations  between  pathological  diagnosis,  enzyme 
values  and  ligandin  levels  will  be  made  by  standard  statistical 
methods . 
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Status:  Interim  X 


Date: 28  Sep  82 


Starting  Date:  23  August  1977 _ Date  of  Cowpletioti:  5  years 

Key  IfcfQs:  Cricopharyngeal  Bar  _ 


Title  cf  Project:  Cricopharyngeal  Bar:  A  Video  Manometric  Study 


Principal  IhvestigatcsCs):  COL  Lawrence  F.  Johnson,  M.D. _ 


Associate  Investigatos(s):  James  W.  Kikendall*  M.D.,  David  J.  Curtis*  M.D. 


Facility:  KVMC  WRAMC  Dept/Svc:  gastroenterology  Service 


Accutmlative  rcDCASE  Cost:  Accumulative  Contract  Cost:  Accumulative  Supply  Cost: 

N/A  N/A  N/A 


FY-83  MECCASS:  Contract  Cost:  Supply  Cost:  Date  of  Ccviittee  Approval  Df,.  _ 

0  0  $500.00  I  Annual  Progress  Report  FEB  2  5  1983 


.^Bi5Y-.Q3J=criy£:  j0  study  the  functional  significance  of  a  cricopharyngeal  bar 
shown  in  barium  swallow. 

TEckm ■  cal  Approach :  This  is  a  synchronized  manometric  video  tape  fluoroscopic  study 
of  swal 1  owi ng  disorders  of  the  hypopharyngeal ,  cricopharyngeal  region  and  upper 
esophagus. 


Progress  During  FY-82:  We  are  awaiting  installation  or  cable  connecting  me  castroenter 
ology  Service  manometric  suite  with  the  split  screen  capacity  at  WRAIR,  which  is 
the  final  link  necessary  prior  to  beginning  this  protocol.  No  subjects  entered. 

ffueoea  o?  Subjects  Stud i a: 

10  normal 

FY-82:  Q  Total  (to  date):  q _  Before  Completion  of  Study:  20  10  control 

SSRIOUS/U'IEXPECTED  SlDE  EFFECTS  IN  S'J3JECTS  PARTICIPATING  IN  PiTOJECT(lr  NONE  SO  STAT=): 

.  NONE 

Conclusions:  Deferred  pending  further  investigation  *  ~  ~~ 


Publications  or  Abstracts.  FY-82:  NONE 


Date:  5  Oct  82  \  fay  LV;;t  Ha, :  1420 


Status:  Ihte«i:-! _ X  Fima-. 


Starting  Date: _ i  qyg _ Date  Cr  Covletion: _ _ _ 

Kev  lisas:  cat  esophagus,  adenyl  cyclase,  guanyl  cyclase,  lower  esophageal  sphincter 
Title  cf  Project:  Adenyl  Cyclase  and  Guanyl  Cyclase  Activity  in  the  Cat  Esophagus 


i 


Principal  hf/ESTic-AToaCs):  |  TC  Rnv  K.  H.  Unng,  M.D. 


Associate  InvestigatorCs) 


Facility:  VIRA'-IC 

3 

V*  V'lYY - 1 — i - VVI'I  wv*1  %  1  1 «  ^  t _ _ _ _ 

Dept/Svc:  Gastroenterology  Service 

Accumulative  fJEOCASS  Cost: 

_ 0 _ 

1 

Accumulative  Contract  Cost: 

_ fl _ 

Accumulative  Supply  Cost: 

sm.nnn.nn 

^  iS» 

feT:  IWo&r 

Date  of  Committee  Approval  Of 

Annual  Progress  Report  ppp  ?  c;  T0.r, 

Study  Objective:  To  study  the  effects  of  carbachol  and  isoproternal  on  the 

effects,  of  the  lovyer  esophageal,  sphincter  in  cats 
these  pha.rmaonl.ngTr.  agents  fin  thp  intracellular  e 


To  stud 
enzvme 


the. effects  of 


;y  the  ettec 
adenyl  cvcl 


cyclase. 


technical  Abroach:  Since  the  inception  of  this  protocol .  several  animal  models  , 
have  been  tried  including  the  cat,  opossum,  and  finally  the  rabbit.  Presently, 
this  protocol  would  be  studied  utilizing  the  rabbit  as  an  animal  model. 


Progress  D-jri mg  FY-82:  Progress  in  FY82  has  been  hampered  by  a  lack  of  a  biochemist 
to  do  the  enzyme  assays  of  adenyl  cyclase. 


ttiMSSR  of  Subjects  Studied: 

Q  Total  (to  date):  30  Before  Couple  tic.':  of  Stuoyj _ 

Serious/Unexpected  Side  Effects  in  Subjects  Participating  in  Proj-ct(if  non=  so  stat=)- 

NONE 

Conclusions:  Continued  problems  in  finding  a  biochemist  witn  tne~ ability  to 
do  enzyme  assays  have  hampered  the  feasibility  of  this  project.  Presently  I  am 
involved  in  locating  an  interest  in  individuals  at  WRAIR  who  may  be  available 
for  these  enzyme  assays. 


t 


Publications  or  Abstracts.  FY-82: 
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t’ATc  20  SeD  82  /"  H'-'ORK  U.IIT  No. :  1422  STATUS:  INTERIM  X  . .  FiMAL_ 


Date  cf  Completion: 


Starting  uat 


Key  VSdrds  : 


TITLE  OF  Project:  The  Sequential  Staging  of  the  Liver  in  Hodgkin's  Disease 
with  Laparoscopy  and  Laparotomy 


Principal  Investigator (s):  ltc  David  a.  Peura,  m.d. 


ASSCC I ATE  I NVE3T I GATOR (s) : 


Facility:  KRAMC 


L  Lawrence  F.  Johnson, 

COL  Juan  D'Avis,  LTC  Grant  Taylor 


DePi/SvC:  Gastroenterology  Service 


Accumulative  f'HiCASE 
CosT:_NQn£ _ 


Accumulative  Contract 

COST:  None _ 


Accumulative  Supply 

COST: _ None _ 


PA-82 :  f'EDCASE:  Contract  Cost:  Supply  Cost:  Date  of  Committee  Approval  of 

None  None  None  ANNUAL  PROGRESS  RePORTFEB  2  5  1981 


‘‘  .Tp  evaluate  the  role  of  laparoscopy  in  clinical  stage  III  or  IV 
Hodgkin's  patients. 


IFNI  CAL  ftPPRC 


See  PLAN  section  of  original  protocol. 


pROGR ESS  PUR ! NG  FY-8*? :  Again,  no  patients  have  been  assessed  under  this  protocol 
sinceno  patients  have  been  referred  to  the  Clinic  that  have  undergone  laparotomy 
following  their  laparoscopic  examination.  It  is  felt  that  continuation  of  this 
protocol  should  be  incurred  since  an  occasional  patient  will  undergo  laparotomy 
following  his  laparoscopic  procedure;  and  hence,  data  can  be  generated.  There  is 
no  funding  involved  in  this  protocol.  _ 

Dumber  of  subjects  to  be  Studied  eefcre  Completion  of  Study: 

Serious /unexpected  Side  Effects  in  Subjects  Participating  in  Project: 


CONCLUS IONS :  No  conclusions  can  be  drawn  at  this  time  since  no  additional  patients 
have  been  assessed  into  the  study. 


Publications  or  Abstracts.,  FY-82 :  None 
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™  *  - 


Pats :  5  Oct  82 


Howe  Knit  Ho.:  1426 


Status: Interim  X  Final 


Starting  Date:  1976 


Pate  cf  Collet  ion: 


Keywords:  Indomethacin,  rabbit  esophagus,  acid  induced  strictures 
Title  cf  Project:  The  Ettect  of  Indomethacin  on  Experimentally  Induced  Acid 
Strictures  on  the  Rabbit  Esophagus 

Principal  IuvestigatorCs):  LTC  R°y  K.  H.  Wong,  M.D. _ _ _ 

Associate  Ihv£stigator(s) ;  COL  Lawrence  F.  Johnson,  M.D 


Facility:  KWC 

Dept/Svc:  GA<itgnpoTprplngy  Wvirp _ 

Accumulative  PEDCASS  Cost: 
$5,000.00 

Accumulative  Contract  Cost: 

0 

Accumulative  Supply  Cost: 
SlOiOOO.OO 

FY-83  KEDCASE:  Contract  Cost:  Supply  Cost: 

$5,000  $5,000  $15,000 

Date  of 
Annual  ! 

Committee  Approval  Of 

Progress  Report  FEB  2  5  1S83 

Stuoy  Objective:  To  study  the  effect  of  indomethacin  in  preventing  a'cTTTnduced 
■  tnCEUYes . 'T'n  rabbits 

TEchn ; cal  Approach:  Infuse  acid  into  the  rabbit  esophagus  which  in  turn  produces 
severe  exophagitis.  The  animals  are  then  followed  by  esophagoscopy  and  BA 

swallows  for  the  development  of  stricture  formation, _ _ _ _ 

Progress  During  FY-S2:  Presently,  with  the  addition  of  a  new  technician,  beginning 
this  protocol  has  been  attempted.  Animals  have  been  procured  and  presently  5 
animals  have  been  studied  manometrically  for  accession  into  the  study. 
f!u«ca  of  Subjects  Studied: 

FY-82:  5  Total  (to  date):  40  _ 


Before  Copu-ticn  of  Study: 


Serious/Unsx’ected  Side  Effects  in  Subjects  Participating  in  Project! if  rone  so  state): 

NONE 


Conclusions:  This  study  will  be  actively  pursued  at  the  beginning  of  this  fiscal 
year  as  more  technical  help  has  been  available. 


Publications  or  Abstracts.  FY-82: 
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Date:  5  Oct  82 


Work  Unit  No. :  1427 


Status:  Interim _ X  Final 


-$m?ri:-D^iidtasidt  Ebuphayedl  Emptying,'  ^mfnupfiy'l^ine,  Ter-buta!  iner 


Key  toos-  Nitroglycerine., — , - - - — — — — : — rr- 

Title  cf  Project:  Nitroglycerine,  Terbutaline,  and  Aminophyl line  in  the 

Treatment  of  Achalasia 


Principal  Investigator's):  LTC  Rov  K.  H.  Wong,  M.D. 


Associate  Investigator^):  COL  Lawrence  Johnson,  M.D, 


Facility:  VIStt-iC 


DtPT/Svc:  Gastroenterology  Service 


Accumulative  PEDCASE  Cost: 
0 


Accumulative  Cc.'iTRACT  Cost: 
0 


Accun^tiv^  Supply  Cost: 


FY-83  rEIjCASE:  Contact  Cost:  ^t 


Date  of  Committee  Approval  Of 
Annual  Progress  Report  fgg  2  5  1083 


~Stuoy  03j=ctive:  To  study  the  effects  of  ami nophyl line,  nitroglycerine,  and 
terbutaline  in  patients  with  achalasia 


technical  Approach:  Insertion  of  a  manometry  probe  into  the  Lib-measure  pressures; 
i ntuse  "various  pharmacol ogi c  agents  and  determine  changes.  Patients  with  significant 
changes  in  LESP  undergo  scanning  (nuclear  Med.)  to  quantitate  esophageal  empty i ng . 

Progress  Du?. ins  FY-82:  seven  more  patients  have  been  entered  into  the  study  during 
FY82 


fIUM3£3  OF  Su3JECiS  STUDitD: 

FY-82:  7  Total  (to  date):  13 _  Before  Completion  of  Study:  ^0 

ScRtOUSAlflEXPECTED  SlDE  EFFECTS  IN  SUBJECTS  PARTICIPATING  IN  Pi10JECT(iF  NONE  SO  STATE): 

NONE 

Conclusions:  Study  is  progressing  fairly  rapidly  and  is  expected  to  come  to 
completion  sometime  in  FY  83. 


Publications  os  Abstracts.  FY-82:  Abstracts  have  been  submitted  in  FY  80, 
Gastroenterology 
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Hate  :  6  Oct  82  j  Tfasc  Utr  fc-.:  1429 _ ..  X. 

SrA-i;  i\j  'Vr£:  FY80  Da.-  rw..snc?;.  5  years 


Tin.;  '>•  Proj.ct:  Colchicine  Therapy  of  Alcoholic  Liver  Disease 


A  Multi -Center  Randomized  Controlled  Study 


^vg.smv.rcaCsl:  MAJ  Maria  H.  S.iooren  M.D, 


riscciArg  l.^eSTrcArg^'s?:  LTC  David  A.  Peura»  M.D.,  LTC  Michael  A.  Dunn,  M.D. 


F«:l!ty:  V.^.AMC 


D'pr/Svc:  Gastroenterology  Service 


Accu:lla; i vs  fcDCASS  Cost: 


AcClA'SULATtVc  Cc.'i TRACT  COST: 


R-33  c:  Contract  Cost.-  Supply  Cost: 


Accl-a'lativc  Supply  Cost: 


Da  re  c-  Gcrc»!  nc:  Approval  Op 
/v.HL'AL  PiJCSrirSS  REPORT  EEB  2  5  1983 


Stloy  03j=cnv=:  To  evaluate  the  role.of.colchi.cine  and  its  .ability  to  .prevent. . 
- - - -  none  liver  disease,  or  affect  already  established 


progressTon^fco  cirrhosis  in  aTco 
a 1 coholic  cirrhosis 


U'O;  i Appro  v-h:  Please  refer  to  original  protocol 


Pouo^o:  r-ja-,..G  FY-S2:  In  this  multi-national  ongoing  protocol  ,  Emory  University 
School  of  Medicine  has  randomized  to  date  20  patients  with  alcoholic  hepatitis, 
the  Center  for  Advanced  Studies  of  the  National  Polytechnical  Institute, (see  bjeiow) 

c.-  5u;jiCTS  StucisP: 

FV-a  : _  Tctai  (ro  oat-): _ 45 _ Befors  C'-;.-. -,r;c  :  o.- Stl:--:  150  (estimated) 


C.  s :  45  patients  are  being  actively  evaluaBed^  No  adverse'  effect's  have 
been  noted.  The  data  have  not  been  analyzed  yet. 


f  ibLiLArious  Asstpacts.  FY-S2:  None 

Progress  During  FY-82,  continued:  Mexico  City  has  entered  19 
patients  and  the  Tale-New  Haven  University  School  of  Medicine, 
6  patients  with  alcoholic  liver  disease  at  WRAMC ,  1  patient  is 
currently  being  evaluated  into  the  study. 
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Starting  Date:  December  1980 _ Date_ of  Collet i cm:  1982 _ 

Key  S&os:  Reflux  Esophagitis,  Indomethacin _ _ _ _ 

Title  cf  Project:  a  Douple-blind  Clinical  Trial  of  the  Efficacy  of  Indomethacin 
in  Promoting  Healing  and  Decreasing  Symptoms  of  Peptic  Esophagitis. 


Principal  Investigator's):  MAJ  Dennis  R.  Sinar 

- CPT  DonaTTCasteU  p J5NT,  MAJ  J.  Waller  Klkendall, 


Facility:  WRA’iC 

Dept/Svc:  Gastroenterology  Service 

Accumulative  icDCASE  Cost: 

0 

Accumulative  Contract  Cost*. 

0 

Accumulative  Supply  Cost: 

.  0 

FY-83  rJECCASE:  Contract  Cost:  Supply  Cost: 

0  0  0 

Date  cf  Cct.'-uttee  Approval  Of 

Annual  Progress  Report  ccd  9  k  iqo-j 

_ _ 

1 

nw»  ■■  »  ■ 

Stuoy  Objective:  jo  investigate  the  efficacy  of  Indomethacin  in  promoting  healing 
and  decreasing  symptoms  of  peptic  esophagitis. 


technical  Approach:  Patients  with  endoscopic  and  symptomatic  reflux  esophagitis 
will  be  entered  into  a  double-blind  cross  over  study  of  the  effect  of 
Indomethacin  upon  healing  of  their  signs  and  symptoms  of  esophagitis. 

Progress  During  FY-S2:  No  patients  at  WRAMC  were  entered  into  this  protocol  Decause 
no  patiets  who  met  the  strict  criteria  for  entry  were  identified. 


fluiOcR  of  Subjects  Studied:  — 

FY~82j _  Total  (to  date)j _ _  Before  Completion  of  Study:  Study  Terminated 

SeRIOUS/UnSXPECTED  SlOE  EFFECTS  IN  SU3JECTS  PARTICIPATING  IN  PiRCJECT(iF  CO  A:  SO  STATE): 

_ N/A _ , 

Conclusions:  This  study  is  terminated  because  of  the  difficulty  in  finding  suitable 
patients  due  to  the  strict  entry  criteria  of  the  protocol  and  because  several 
of  the  investigators  including  the  principal  investigator  have  moved  to  different 
assignments  or  terminated  their  associations  with  the  Military. 


Publications  or  Abstracts.  FY-82:  None 


FY  83  -  Funding  requirements:  none  are  anticipated. 


Date:  5  Oct  821  Way  (Shit  fta.:  1432 


Status:  1  huri  h X  F  i  ::al 


Start  k.g  Date:  1980 _ Pate  of  Carterm: _ 

Keywords:  lithium.  Cytoprotection.  16. 16. Dimethyl  PGE?.  Nicotinic  acid.  Ami nophyl  1  i ne 
Title  cf  Project:  Lithium,  Nicotinic  Acid,  Ami nophyl 1 ine,  and  16T  16,  Dimethyl 
PGE2  as  Cytoprotective  Agents 


Principal  IuvesticatorCs):  LTC  Roy  K.  H.  Wong,  M.D. 


Associate  InvestigatorCs):  COL  Lawrence  F.  Johnson,  M.D. 


Facility:  VP.AMC 

Dept/Svc:  Gastroenteroloav  Service 

Accumulative  fcDCASE  Cost: 
$10,000.00 

Accumulative  Contract  Cost: 

0 

Accumulative  Supply  Cost: 
$20,000.00 

FY-83  KEDCASE:  Contract  Cost:  Supply  Cost: 
$5,000,  $10,000  $15,000 

Date  of  Committee  Approval  Of 

Annual  Progress  Report  FEB  2  5  1983 

Study  Objective:  10  su|ay  tne  ejects  or  lunium  cnionae,  n 
amt nophyl TTrtfe,  PGE2  on  gastric  cytoprotection  in  the  rat. 


technical  Approach:  Rats  are  pretreated  with  the  pharmacologic  agent,  then  95% 

ETOH  is  instilled  into  their  stomachs.  The  animals  are  then  sacrificed  and 
graded  for  degree  of  hemorrhagic  qastri ti s . 

Progress  During  FY-82:  The  second  revision  of  manuscript  on  some  ot  tfieTyter- 
protective  data  is  in  progress.  Presently,  additional  work  to  fulfill  requirements 
for  publication  are  under  way. _ 

fiUMBER  OF  $U3JcCTS  STUDIED: 

FY-S2:^ltOO  animals  Total  (to  date):  Before  Completion  of  Study: 

(rats) _ IIZZZZZZZ _  — 

ScRIOUS/llflSXFECTED  SlDa  EFFECTS  IN  SUBJECTS  PARTICIPATING  Itl  PROJECT(lr  NONE  SO  STATE): 


Conclusions:  Progress  in  this  particular  protocol  has  been  substantial ,  and 
further  work  concerning  cytoprotection  is  presently  being  investigated. 


Publications  or  Abstracts.  FY-82:  Abstract  submitted  FY81 

Work  being  reviewed  for  publication  in  a  major  gastroenterology  journal 
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Date:  5  Oct  82 


toy  Unit  No.-.  1433 


Status:  i utlRih  X  F i :y.t 


Starting  Date: 


Date  of  Collet  ic;i: 


-Acid  Infusion 


Key  toas:  Gastroesophageal  Reflux,  Esophagitis,  Radioisotopic  Labeling,  Organ  Culture 
Title  cf  Project:  Development  of  an  Animal  Model  for  Gastroesophageal  Reflux 


Principal  InvestigatorCs):  LTC  Roy  K.  H.  Wong,  M.D. 


Associate  Investigators):  COL  Lawrence  F.  Johnson,  M.D. 


Facility:  KtfflC 

Dept/Svc:  flacf ropnt.prolnnv  Sprvirp 

Accumulative  rEDCASS  Cost: 
$15,000.00 

Accumulative  Contract  Cost: 

0 

Accumulative  Sjpply  Cost: 
$5,000.00 

FY-83  I’ECCASS: 

Contract  Cost:  Supply  Cost: 

Date  of 

Committee  Approval  Of 

$10.000 

-Skim 

shlom. 

/’.nnual  Progress  Report  FEB  2  5  1983 

into  the  esophagus  of  a  rabbit.  Studies  involving  histology,  thymidine  uptake 
as  measured  quantitatively  &  qualitatively  (radioautoqraphy)are  underway. 
technical  Approach:  Rabbits  are  anesthetized,  a  catheter  is  then  placed  in  the  esoph- 

aps  WhlTe-OITN  Hf1  ™  - - ---J- 

animals  are, sacril 
dpgrpp  nf  rhangp. 


agijs  while  0. IN  HQ1  i$  infused  for  30  mins.. after  varying  periods  of  infusion,'  the 
animals  are,  sacrificed  -  gross  and  histologic  sections  made  and  grade  for  the 


Progress  During  FY-82:  ^  40  animals  have  been  studied  in  FY  82  utilizing  various 

groups  of  animals. with  different  acid  concentrations  studying  both  the  thymidine 
uptake  and  measuring  the  uptake  via  data  emission  and  also  (see  below) 

f!u«3e*  OF  S'J3JcCTS  STUDIED:  ~  ~~ 

FY-82:  40  Total  (to  oat;)  :  40 


Before  Completion  of  Study:  80 


ScRlOUS/UflEXPcCTED  SlDS  EFFECTS  IN  SU3JECT$  PARTICIPATING  IN  PROJECTOR  MO.'is  SO  STAY”) : 

NONE 

Conclusions:  Significant  progress  in  terms  of  improving  the  experimental  model 
has  been  made  inFY82.  One  gastroenterology  fellow  has  studied  40  animals 
using  various  concentrations  of  acid  in  the  rabbit  esophagus  and  has  utilized 
techniques  to  extract  the  radioactive  DNA  and  also  to  initiate  the  assembly 
of  methods  for  radioautography.  In  addition,  we  are  at  present  setting  up  these 
procedures  in  the  laboratory  with  the  addition  of  new  technical  help. 

Publications  or  Abstracts.  FY-82:  ^0Nt 


Progress  During  FY-82  continued:  studying  samples  for 
radioautography. 
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Date:  5  Oct  82  Kork  &ut  do.:  1435  _ Status:'  Interim  x  Final 


Starting  Date:  PY81  Date  of  Collet  ion: 


Key  Vfesos:  Achalasia,  Genetic  linkage, 


Title  cf  Project:  Genetic  Linkage  in  Achalasia 


Principal  Ihvestigator's):  LTC  Roy  K.  H.  Wong,  M.D. _ 


Associate  If'vesTiGAToafs):  COL  Lawrence  L  Johnson,  M.D. 


Facility:  KRA’-IC  Dept/Svc 


Accumulative  rcDCASE  Cost:  Accumulative  Contract  Cost:  Accumulative  Supply  Cost: 

0  0  $5,000.00 


FY-83  fECCASE:  Contract  Cost:  Supply  Cost:  Date  of  Cq-i'iittee  Approval  0; 

Annual  Progress  P,epgrt 


Study  Objective :  To  study  the  association  of  HLA  in  patients  with  achalasia. 


Technical  Approach:  hLA  Typing 


Progress  During  FY-82-.  Seven  patients  were  typed  in  the  transplant  HLA  typing 
lab. 


fiUK3tX  OF  SUBJECTS  STUDIED: 

FY-82:  7  Total  (to  date)  :  22 


Before  Completion  of  Study:  30 


SERlOUS/UflSXPECTED  SlDE  EFFECTS  IN  SUBJECTS  pARTtCIPATIHG  Ift  P,10JECl(lF  HONE  SO  STATE): 

NONE 


Ccm-ustOHs:  We  are  still  collecting  data  over  the  last  two  years,  and  have 
collected  22  patients  who  have  been  typed  with  HLA  determinations  being  made. 


0?t_82  !.  X ■?_ :  '•!  r  ■' 
S.aj  :  ;-..i  C/.tc:  June  1981 


1436 


.  - —  -- 


:  O.V“!  r  r  1 


f- 


Indefinite 


r,~7rF  ~:,cr:  Magnetic  Field  Hemostasis,  A  Proposed  Treatment  for  Upper 
Gastrointestinal  Hemorrhage 


•m_  :u. 


\To\r.s).  MAJ  Mark  T.  Birns,  M.D. 


Associate  I: COL  Lawrence  F.  J ohnson,  M.D. _ 

Facility:  J  P:°t/S.c:  Gastroenterology  Service 


Accumulative  iSOCASC  Cost: 

S8.00Q.00 


0 


AccwiuV!  iv£  Supply  Cost: 

$3,000.00  (still  on  order) 


FV-33  FICCA5S:  Cwrwcr  Cost:  Supply  Cost:  !  Pap*  o?  Cckmi r;?r  Approval  C? 

_ 0 -$1,800 _  .$31000 _  l  >ywU'M-  Psooasss  Repo.pt  pgg__2_5_4983 


"s":/«T*!?ojicTivsI  To  determine  whether  a  ferromagnetic  paste  ap'pii'ed'to'  eTBTeeding^ 
T¥sTon  TTTa  magnetic  field  will  stop  upper  gastrointestinal  bleeding  effectively. 


r-CH.-i; ;>*■•.  Av-tjvh:  Application  of  this  ferromagnetic  paste  via  a  catheter  passed 
at  the  time  of  initial  diagnostic  panendoscopy  for  upper  GI  bleeding.  An  external 
electromagnet  will  provide  the  magnetic  field.  _ 

[;u:.v:.o  :Y-S7:  Awaiting  electromagnet  arrival  at  present;  MI CO  #4961‘,  Bed  I 
ha^~tfiree  phase  power  and  water  supply/drain  work  order  finished.  Supplies  and 
chemicals  all  on  order;  many  received. 


o.-  $-:sj:crc  Studio: 


TcT.M.  (r o  date): 


b=?OPS  '-Vl.’.  'fC  :  CT-  OTUDY : 


75 


S--ri:CJ3,  S.Zz  ZfrzCXZ  l.l  Su3J:C7S  Pa’TK  !K\Tii.3  K;  P.’TL'TCi/ ir  ZZ  SrA';i: 

N/A 


Cc.-YVi3  N/A 


F DoL iCATic.'  s  Abstracts.  FY-S2:  N/A 
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Date:  17  Sep  83  toy  torn  No.:  1437 
Starting  Date:  25  Feb  81  _ _ _ 


_ I  Status:  Inter  ih  x  Final 

Date  of  Couplet  ion: _ 


Key  Words: _ _ _ _ ’ _ _ _ 

Title  cf  Project:  Lactose  Intolerance  and  the  Diarrhea  of  Chemotherapy 


Principal  IwESTic-AToaCsl:  Thomas  P.  Gage,  LTC,  MC 


Associate  InvestigatorCs):  William  Major,  CAPT.  MC;  David  A.  Peura,  LTC,  fIC 


Facility:  WRAi’C 

Dept/Svc:  Gastroenterology 

Accumulative  icDCASE  Cost: 

NA 

Accumulative  Contract  Cost: 

NA 

Accumulative  Supply  Cost: 

NA 

FY-83  rtCCASS:  Contract  Cost:  ! 

Supply  Cost: 

Date  of  Ccwmittee  Approval  Of 

Annual  Progress  Report  pro  o  e.  imi 

1  ... 

SToOY  t3Jc:CTi\t:.  ^  stlKjy  cause  of  diarrhea  in  patients  on  chemotherapy 


technical  Approach :  Modification  as  per  addendum  (approvv  J  29  June  1982)  to 
allow  for  three,  rather  than  one,  post-chemotherapy  breath  tests. 


Process  Dual  no  FY-S2:  The  GI  Clinic  has  only  recently  overcome  technical  prob¬ 
lems  with  the  gas  chromatograph  used  in  performing  the  breath  tests;  since 
we  have  been  routinely  employing  the  test  f3  mos).  we  have  not  enrolled  any  patients 

f?UM3c»  Or  SuSJ-ECTS  StUDiED: 

FY"82j _ 0  Total  (to  date):  0  Before  Completion  of  Study:  15 


Serious/Uhexpecteo  Side  Effects  in  Subjects  Participating  hi  Project(if  hone  so  state): 


Conclusions: 


Publications  or  Abstracts.  FY-82: 
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Date:  28  Sep  82 1  Uggc  Um; t  iia. :  14 


Status:  InTenm  X  Final 


Starting  Date:  1982 _ Date  of  CoaiplcTion:  Indefinite,  probably  1984 

_Key  l&as:  Gastroesophageal  Reflux,  aspiration  ,  sleep _ _ _ 

Title  cf  Project:  Overnight  pH  Monitoring  of  the  Esophagus  and  Pharynx  to  Define 
Sleep  Related  Events  Associated  with  Acid  Esophagopharyngeal  Reflux,  A  Risk 
Factor  for  Pulmonary  Aspiration  From  Gastroesophageal  Reflux _ 


Principal  IwgsnGAToa(s? James  W.  Kikendall.  M.D..  &  Lawrence  F.  Johnson.  M.D. 


Associate  Ifiv£STtCATOR(s):K.  Ra.iaoooal  .M.D.  .MAJ. .  W.  Orr.M.D.,  B.  Jabbori  ,M.D. , 

Facility:  WRfflC 

1  Dept/Svc:  Gastroenterology  Service 

AcctiHULAT i vs  i-SDCASS  Cost: 

0 

Accumulative  Contract  Cost:  1 
0 

Accumulative  Supply  Cost: 

.  0 

FY-83  FfCCASE:  Contract  Cost:  Supply  Cost: 
$9,000  0  $1,620.00 

Date  of  Cgv.n!T7es  Approval  Of  . 

Annual  Progress  Report  FEB  2  5  1983 

Study  Objective:  To  define  sleep  related  events  associated  with  acid  esophago 
pharyngeal  reflux,  a  risk  factor  for  pulmonary  aspiration. 


technical  Approach:  Subjects  with  gastroesophageal  reflux"  and  symptoms  suggestive 
of  aspiration  or  with  pulmonary  illness  thought  to  be  associated  with  reflux,  such 
as  asthma  pulmonary  fibrosis  interstitial  pneumonttis  will  be  studied  during  si eep 
Progress  During  FY-82:  One  subject  meeting  the  entry  criteria  (See  teiotf) 
was  studied  during  the  Fiscal  Year  1982.  Although  the  tracing  obtained  was 
technically  adequate,  it  became  apparent  that  computer  support  (see  below) 

f.‘UM3eR  OF  Sj3JECTS  STUDIED: 

FY-82 :  1 _  Total  (to  date)j _ 1 _  Before  Completion  of  Study:  30 

ScRicus/U.'isxpscTcD  Side  Effects  in  Su3jects  Participating  in  Projector  none  so  state): 

_  _  .  NONE 

Conclusions:  Oeferred  pending  further  investigation. 

Technical  Approach  continued:  These  subjects  will  be  monitored 
overnight  with  esophageal  and  pharyngeal  pH  probes,  EEG ,  and 
other  monitors  to  record  swallowing  and  respiratory  frequency, 
changes  in  air  flow,  and  coughing. 

Publications  or  Abstracts.  FY-82:  None  ~~ 

Progress  During  FY-82  continued :  would  be  necessary  for  adequate 
interpretation  of  the  study.  We  are  currently  engaged  in  approach¬ 
ing  various  leads  to  determine  the  most  efficatious  means  for 
obtaining  such  computer  support. 


[AID:  20  Sep  82 

Vcrk  Unit  No.:  #1439 

Status:  Interim  x  Final 

Starting  Date:  i  Jan 

82 

Date  of  GomPLET ION: Estimate:  1  Jun  83 

i'£Y  V.’CRDS:  Chronic  Dyspepsia  Reflux  Biofeedback 


TITLE  OF  Project:  Chronic  dyspepsia  and  excessive  daytime  gastroesophageal  reflux: 
manometric  mechanisms  associated  with  reflux  and  therapy  with  biofeedback 


r?.  I NC I  PAL  I NVE 5TI GATOR  (s) : 
/-BSCCIATE  1 MVE3T i GAT OR ( S ) : 


Steven  S  Shay  LTC _ 

Lawrence  F.  Johnson  COL 


Facility:  V,'RAvC 


DePT/SvC:  Gastroenterology 


AcC'JML'LAT  I VE  FEDCASE 
Cost: _ 


Accumulative  Contract 
Cost  : _ 


Pi'- 82:  FEDCASE:  Contract  Cost:  Supply  Cost: 


Date 


ur 


Accumulative  Supply 
Cost :  S300.00 _ 

Committee  Approval  of 


$150.00 


Annual  Progress  ReporFEBAL1983 


STUDY. Q^^GIiVE.:  Effectiveness  of  behavioral  therapy,  biofeedback,  on  control  of 
symptoms  of  heartburn  and  dyspepsia 


I^ChllK&L , Approach.;.  Step  l:  Documentation  reflux  by  standard  tests;  Step  2:  defining 
mechanism  of  reflux  as  associated  with  a  Valsalva's  maneuver;  Step  3:  biofeedback 
against  abdominal  wall,  *  Tension;  Step  4:  Confirm  efficacy  or  failure  with  repeate 
24  hour  pH  monitoring. 


Progress  CURING  FY-8?:  3  patients  accrued  in  addition  to  4  other  patients 
previously  studied  and  treated  at  LAMC 


"umber  cf  subjects  to  be  Studied  before  Completion  of  Study:  10 

Ser i cus/L'mexpsc ted  Side  Effects  in  Subjects  Participating  in  Project:  None 


Preliminary:  Five  of  seven  patients  have  improved  with  documentation 
of  same  by  24  hour  pH  monitoring. 


Publications  or  Abstracts,  FY-82 •  None 


♦ 
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ANNUAL  PROGRESS  REPORT  FY-82  VOLUME  I(U)  WALTER  REED 
ARMY  MEDICAL  CENTER  WASHINGTON  DC  T  M  BOEHM  1982 


UNCLASSIFIED 


F/G  6/5 


NL 


Date:  1/17/83  1  l, 'ay  lintT  Ho. :  1440 _ [  Status:  Interim  X  Fjtal _ 

Starting  Pate:  Oct  81  _ Date  of  Cotcplft'Qn: _ _ 

Key  tfcpjs: _ _ _ _ _ 

Title  cf  Project:  Does  the  Size  of  an  Esophageal  Stricture  Determine  Medical 
Treatment  and  Clinical  Course? 


Principal  Invest icator(s) 


ASSOCIATE  If!VcST[GATO.?(s) 


Facility:  WRfflC 


MC:  L.  F.  Johnson,  COL,  MC 


Dept/Svc:  GI 


Accukulat i  vs  r£0CASE  Cost:  j  Accumulative  Contract  Cost 


Date  of  Committee  e  ,Q<n 

Annual  Progress  Report  6  3  130  J 


FY-83  FECCASE:  Contract  Cos' 

-  .  -r-T— .  gQPfer 

r:  Supply  Cost: 

Hong 

Study  Osjective:  1.  Do  x-ray  and  endoscopic  measurements  of  esophageal  stricture 
correlate?  2.  Does  stricture  size  dictate  type  &  size  of  dilator  initially 
chosen? — 3L. — Is  .stricture.. dilation  endpoint  important  In  recurrence  rate  of  symptoms 

technical  Approach:  _  . 

-  See  Plan  section  of  original  protocol 


Progress  During  FY-82:  Twelve  (12)  patients  have  been  entered  into  the  protocol  during 
the  first  year  of  its  being  in  place.  Of  these  12,  eight  patients  had  a  benign 

peptic  stricture,  four  malignant.  _ _ 

f'uMSER  Or  Susjects  Studied: 

FY-82:  12  Total  (to  date):  12 _  Before  Completion  of  Stuoyj _ 

SeRIOUS/U, '(EXPECTED  SlDE  ErFECTS  IN  SUBJECTS  PARTICIPATING  Ifl  PR0JECT(iF  f!3M£  SO  STATE): 

None 

CONCLUSIONS:  No  conclusions  can  be  drawn  at  this  time  because  of  the  small  sample 
size  enrolled  in  the  study.  Because  of  the  small  number  which  is  far  short  of 
the  goal,  continuation  of  the  protocol  for  at  least  an  additional  year  is  planned. 


Date:  28  Sep  82  Wo*  1>;-t  f.'o.:  1441  _ _ _ [Status :  IjiTE/Tiy _ X _ Fi.uaj. 


Start  i:.a  Date:  August  1982 _ Date  of  Co»vh.etic:i:  1983  _ 

Key  Wcaas:  Irritable  bowel  syndrome.  Fibromyalgia  _ _ _ 


Title  cf  Project:  study  of  the  Prevalence  of  Fibromyalgia  in  Patients  with 
Irritable  Bowel  Syndrome 


Principal  Iwi-sncAToaCs):  Richard  J  Raskin.  MAJ.  MC.  James  W.  Kinendall.  MAJ.  MC 


Associate  Im'cSrrGATOz(s):  Lawrence  F.  Johnson,  COL.  MC,  Richard  C.  Wei  ton,  MAJ,  MC 


Facility:  VRfilC   Dspt/Svc: Gastroenterology/Rheumatology 


Accumulative  nEGCASE  Cost:  Accumulative  Contract  Cost:  Accumulative  Supply  Cost: 

_ Q _ : _  0 _  Si. 604. 40  (incl  FY83  budget) 


FY-85  fECCASE:  Contract  Cost:  Supply  Cost:  j  Date  of  Committee  Approval  Of 

Annual  Pro-iress  Repost  FEB  2  5  1983 


Study  Objective:  To  determine  the  prevalence  of  symptoms" "of"  f  i bro'myaTgTT'Ih 
patients  with  irritable  bowel  syndrome 


technical  Approach:  Patients  with  irritable  bowel  syndrome  and  control  subjects  will 
be  identified  among  patients  attending  the  Gastroenterology  Service.  These  subjects 
will  be  referred  to  the  Reumatoloqy  Service  for  evaluation  for  symptoms  or  signs  of 
Proorhbs  D:.i;iii;c  FY-82:  This  protocol  was  only  recently  approved"  by  fibromyalgia, 

the  Clinical  Investigation  Committee.  To  date,  only  one  patient  has 
been  entered  into  the  study.  (Continued  below) _ 

flu.-s=a  of  Subjects  Studied:  „  „  . 

50  Patients  & 

FY-82 :  1  Total  (to  dateIj _ 1_ _  Before  Completion  of  Study:  50  Controls 


Serious/LViexpecteo  Sice  Effects  in  Subjects  PARnciPAnco  in  ProjectCi?  no.\s  so  state): 

None 


Publications  or  Abstracts.  FY-S2:  N0ne 


Progress  During  FY-82:  It  is  our  plan  to  assign  to  Staff  Sergeant 
Carol  MacDonald  the  task  of  identifying  the  irritable  bowel  subjects 
and  control  subjects  using  a  flow  diagram  and  referring  the  subjects 
to  Dr.  Raskin  in  the  Rheumatology  Clinic.  This  should  markedly 
speed  the  process  of  identifying  these  patients. 
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EUtE:  20  Sep  82  VoRK  Unit  flo.:  1442 


Starting  Date:  i  jUn  82 


Status:  Interim  x  Final 


Date  cf  Completion:  Est.  i  jun  83 


IPY  V.bRDS :  Domperidone,  Severe  gastroesophageal  reflux 


TITLE  of  Project:  The  Effect  of  Domperidone  on  Gastroesophageal  Reflux  in  Symptomatic 
Patients  with  Severe  Esophagitis 


Principal  Lwesti gator (s):  steven  s.  Shay  ltc 

Associate  InvesTIGATOR(s):  Lawrence  F.  Johnson  COL 

Facility:  VIRAiX 

DePT/Svc:  Gastroenterology 

Accumulative  f’HICASE 
Cost:  — 

Accumulative  Contract  Accumulative  Supply 

Cost:  —  Cost:  Sioo.oo 

FY-82 :  MEDCASE:  Contract  Cost:  Supply  Cost: 

Date  of  Committee  Approval  of 
.Annual  Progress  ReportFEB  2  5  1983 

STUDY  Object I  vg :  Objective  improvement  on  measured  reflux  by  24  hour  pH  monitoring 
in  patients  treated  with  domperidone 


Technical  Approach:  Step  1:  Clinically  indicate  tests  for  reflux  show  severe 
esophagitis;  Step  2:  Treatment  with  Domperidone  for  24  hours  during  pH  monitoring 


Progress  during  FY-82; 


First  6  patients  accrued  and  studies  completed 


Dumber  of  subjects  to  be  Studied  before  Completion  of  Study:  15 

Sericus/Unexpected  Side  Effects  in  Subjects  Participating  in  Project: 


Conclusions: 


None  to  date 


Publications  or  Abstracts,  FY-82:  None 


137 


i;vr=  .28  Sep  82  j  1,g>:  ; -;(_r  N  i.  •  1443  _ _ |  Status-. _ Imtcr  i*-i _ X _ hry-. _ 

Srvv  : rvs J:atp : _ 1982 _ D.vg  cr  Coh.pt ig-i:  Indefinite,  probably  1984 

coj:  Corticosteroids,  pancreatitis _ _  ^ 

;:t\-  r?  pro Eff i cacy  ofTortTcosterofds  in  Severe  AcuteTancreatitis  in  Man 


W.M! ' SteinBen 

Associate  1::v?stica:oh(s):  J.  Richter .M. 1 

37M.13. ,  L . F .  Johnson ,'M7077  T.  Lipfia‘ri,M". 
5..  M.  Gold.  M.D..  C.  Rudzki ,M.D. 

Facility;  VP.A.VC 

Dept/S-, 

x:  Gastroenterology  Service 

iv-  Cost  • 

0 

1 

ACC  URTLAHV; 

1  1 
c..,  .  ..  r. 

:  Ccii  rr-.icr  Cosrt 

0 

Acc. \t  1  vs  Supply  Cost: 

0 

!  Rgposr  cr~,  ?  5  1003 


S:;3Y  To  determine  whether' hydrocortisone 'Is  '&eneTfciaT'as'CompaYed 

WTSTaeeird  in  the  treatment  of  severe  acute  pancreatitis 


T-:?  r fwjv-u:PatientS  with  severe  acute  pancreatitis  will  be  randomized  to 
hydrocortisone  or  to  placebo  at  entry  into  the  study.  The  clinical  course  of 

pa t i eats. .onhydrocort  i  sojie  .treatment _wi  11  be  compared _ (see  below) 

Fix  ll'U'b  No  patients  have,  thus  far,  been  entered  into  the- study 

pending  approval  of  this  protocol  at  the  various  institutions  which  will  be 
involved  in  the  multi center  study.  A  meeting  of  representatives  (see  below) 
C-  SuOJ-CTS  Siuosa;  ’ 


FY-32 


To.vu.  (to  l’ats): 


Fefcyh  Cc.'-vlc  Tic.-!  a-  Sru3Y:  *vlO  at  WRAMC 


S:eicuS/J-.sw.cvt3  S;ch  Effects  1:1  Sv5.-*:rs  P/Uic^Ar:.-^  irj  P~:j-cr(!F  so  stats): 


Co.-;vjsic::s:  Deferred 


NONE 


KiFtiCATioTii  c-{  ArfST^ACTi*  FY-S2:  NONE 

Technical  Approach  continued;  to  that  of  patients  on  placebo 

medication. 

Progress  During  FY-82  continued;  from  the  various  institutions 

will  be  held  in  October  1982  to 
work  out  final  plans  for  the  conduct 
of  this  protocol. 
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Date:  17  Sep  82  fes  IV t  f.*o.:  1444 

1  Status:"  Ihtc c-j  x  Fey*. 

Starting  Date:  29  Dec  81 

Date  of  Ccp;-letic:i:  Jan  83 

Key  Words:  Intestinal  Biopsy 

Title  cf  Project:  Small  Intestinal  Biopsy  using  Swallowed  String  as  a  Guide: 

Comparison  with  Standard  Techniques 

Principal  IfiVi-snsATcaCs):  Thomas  P.  Gage.  LTC,  MC 


Associate  kiveSTfOATcnts):  David  A.  Peura,  LTC,  MC;  Lawrence  F.  Johnson,  COL,  MC 


Facility:  WRA’-IC  Dept/Svc:  Medicine/ Gastroenterology 

Acca-WLATivs  iECCASE  Cost: 

NA 

Accumulative  Contract  Cost:  Accumulative  Supply  Cost: 

NA  -NA 

FY-83  FfCCASc:  Contract  Cost:  Supply  Cost: 

Date  of  Cci-phttee  fees  oval  0f„ 

Annual  Progress  Report  : v  ' 

Study  03 j£cnve:  To  attempt  to  develop  a  simple,  reliable  technique  to 
obtain  intestinal  biopsies,  and  compare  the  new  method  with  standard  techniques 

TSpwyi  Approach:  The  pat-fent  SWallows  a  weighted  string  which  intestinal  peri¬ 
staltic  activity  advances  to  the  jejunum;  a  modified  Rubin  tube  biopsy  capsule 
is_  advanced,  over  the  string,  allowing  .rapid  advanrpmpnt  tin  the  biopsy  sitp . 

ftoGsHEs  C-'-~ii»5.FY-S_2:  one  patient  was  acfcnitted  to  the  study  and  randomized  to 
receive  the  standard  biopsy  technique. 


ftattsa  Or  Subjects  Studies: 

FY-82:  1  Total  (to  oats):  1 _  Before  Completion  of  Study:  15 


SeRlOUS/lI'lSXPSCTED  SlOE  EFFECTS  HI  S'J3J:CTS  PARTICIPATING  Irl  Pr3JZCT(iF  CONE  SO  STATS): 


None 


Conclusions-.  It  is  hoped  that  4  or  5  more  patients  may  be  accrued  before  the 
above  completion  date,  such  that  if  early  results  show  benefit  to  the  new 
technique,  an  extension  of  the  trial  completion  date  may  be  requested. 


Publications  or  Abstracts.  FY-S2; 
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Date:19  Jan  83 

I.'ofk  Unit  f.‘o. : 

1445  1  Status:  1 

i-.TJ  i! !  H _ x  Fi.-'AL 

Start i.*«i  Date:  June  1982 

Date  of  Collet  ic:i: 

End  1983 

Key  Ureas: 

Title  cf  Project: 

99mTc  -  Tagged  Chicken  Liver  Gastric 

Emptying  in  Patients 

with  GER 


Principal  IhvESTIGATCR's):  Steven.  S.  Shay,  LTC,  MC 


ASSOCIATE  IweSTfGAroa(s):  Lawrence  F.  Johnson,  COL,  MC 


Facility:  MIX  x  Dept/Svc:  gi 

Accumulative  fEGCASE  Cost: 

_ None _ 

Accumulative  Contract  Cost:  Accumulative  Supply  Cost: 

S300.00  None 

FY-85  r'£CCAS£:  Contract  Cost:  Supply  Cost: 
S3QQ.00 

Date  of  Committee  Approval  Op 

Anhual  Progress  Report  pfr~2  5  1QP3 

Study  Objective:  Contribution  of  abnormal  gastric  emptying  to  GER. 


~fECHM!CAL  Approach;  Patients  classified  into  different  GER  groups.  Then 
gastric  emptying  assessed. 

pRODa-.ss  Cup,  if  .0  FY-82:  Studied  20  subjects  including  6  controls 


l!u.-s=a  op  Subjects  Studied: 

FY-82:  jn  Total  (tq  date)j _  Before  Completion  o.-  Stuoyj _ 

SeRIOUS/UnEXPSCTEO  SlOS  ErrECTS  III  SUBJECTS  PaRTICIPATHKS  iri  PiT0JECT( IF  f.O.'.'E  SO  STATE) : 
None 

Conclusions:  — — 

Incomplete 


Publications  oa  Abstracts.  FY-S2: 
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Date:  2/16/83  \{ow  (!N( T  f{3 


Start its  Date:  Dec  82 


TlTLE  C?  PRQJcCT:  rtrrrT  f 


Status:  Interim  XX  Fikal 


Date  of  Collet i cm:  198  4 


,“-c  «-r  r^u.  EFFECT  of  diltazem  improving  esophageal  emptying 

IN  PATIENTS  WITH  ACHALASIS. 


Johnson,  MD 


Principal  Investigator's):  Ro< 


Associate  InvestigatorCs) 


Facility:  VCVMC  Dept/Svc:  GI  Clinic 


Accumulative  fiEDCASE  Cost:  Accumulative  Contract  Cost:  Accumulative  Supply  Cost 


■ 


FY-83  i-ECCASE:  Contract  Cost:  Supply  Cost:  I  Date  of  Committee  approval  Of 


LlATE  OF  ICMMITTEE  APPROVAL  Q? 

Annual  Progress  Report  FEB  2  5  1983 


Study  Objective:  Study  the  effects  of  Diltazem  on  improving 
esophageal  emptying. 


TECHMi CAL  A3?ROACH Diltazem  given  post  operative,  followed  by 
manometric  evaluation  of  sphingter  pressure  and  esophageal 


Progress  During  FY-82: 


One  patient  placed  into  protocol. 


fiUMSeft  Or  SU3JECTS  STUDIED: 

FY-82:  i  Total  (to  date) : 


Before  Completion  of  Study:  9 


Serious/Uhexpecteo  Side  Effects  in  Subjects  Participating  in  PrcjectCif  hone  so  state): 
none 


CONCLUSIONS: 


None,  await  further  studies. 


Publications  or  Abstracts.  FY-82: 


None 
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Date:  2/16/8  31  t-foy  fair  tla.\  144  8 


Starting  Date:  24  August  1982 


_ I  Status:  Ihtcrih  w  Fima 

Date  of  Completion:  Au gust  1983 


Key  Ifcgps:  Rats,  Salicylic  Acid,  Gastric  Mucosa _ 

Title  cf  Project:  effects  of  semi-chronic  ingestion  of  lithium  and 

ACETYLSALICYCLIC  ACID  ON  RAT  GASTRIC  MUCOSA  AND  KIDNEY. 


Principal  Investigator's):  R°y  Wong,  MD 


Associate  IrivesTtCAToaCs):  L.f.  Johnson,  MD 


Facility:  KRA'iC  Dept/Svc:  GI  Clinic 

Accumulative  i-cOCASE  Cost: 

Accumulative  Contract  Cost*.  Accumulative  Supply  Cost: 

$7,125- 

FY-83  iv£CCAS£ :  Contract  Cost:  Supply  Cost: 

$7,125 

Date  of  Committee  Approval  Of 

Annual  Progress  Report  ffr  2  5  iqsr 

Study  Objective:  Study  gi  blood  loss  via  Gi  tract  --  afYer'Tn jury 
with  aSa  and  protection  with  lithium  chloride. 


TECHi'tiCAL  Approach:  Lithium  chloride  given  sub  cutaneously,  ASA 
given  post  operative;  labelled  RBC ' s  --  given  IV  --  measuring 
of  fecal  blood  loss  measured  in  stool. _ 

ft""1"-*  ^  Approximately  40  animals  studied  with  many 
improvement  in  methodology,  injecting  rat  tails  with  ASA. 


flur-3cR  of  Sjsjects  Studied: 

FY-82:  40  Total  (to  date):  40  Before  Completion  of  Study: 

Ser i gu 3/Ut:ex? ecteo  Side  Effects  in  Subjects  Participating  in  Project(if  none  so  state): 


Conclusions: 


None  thus  far. 


Publications  or  Abstracts.  FY-82: 
None 


M2 


1520 


•L-  ;1Q-2t82_j 


4-14-74 


•  X. 

r  .  11-12-76 


»  ry  Cranial  Radiation _ _  _  _ 

Tins  c-  P.  oj:ct:  caLGB  if  7411  -  Combination  In  Childhood  Acute 
Lymphocytic  Leukemia. 


Raymond  B.  Weiss,  M.D. 


A 3S"r.  !f.vesr!C\.?^(3)  * 


Facility: 

|  prar/c;.  Hematalogy/  Oncology 

A;cu-r_ATivi  iEDCASE  Ccr.r: 

/.:cuty.ATtv.;  Ctmi-act  Cost: 

A-:cu:,.,».  v? 

0 

0 

0 

-  Dept.  Of  Med. 


F'-'S 


Cc.-i  rvcr  Cost: 

0 


'  c.-  C:  ;-i:r;r"  /.vf.'.v.-l 

i  fcwv  r-rr.:;  t;=?:  r  K&_£5  jg83 


Stuoy  osj  \r. r  i Vr : Assess  role  of  early  cranial  radiation  .  Determine  role  of  more 
vigorous  induction  for  high.  risk,  patients.  Compare  three  reinforced  maintance 

regimens.. _ rr. _  _  _ _ _ 

H':h  •’  •  -y.  Standard  risk  patients  were  randomized  to  Reg.  1.  Vincristine, 
Prednisone,  Methotrexate  , intro thecally  and  L-Asparaginase.  Reg  2:  Same  plus 
cranail .  radiation.  High  risk  patients  were.,  randomized .  to_regimen  II  , regimen  III 
!'  .  "-J  ;  PV  ::  [identical  to  Reg.  II  but  includes  Dauremycin.  [ 

Protocol  has  been  closed  to  patient  entry  since  1976.  4  patients  remain  in 
complete  remission  .  2  are  lost  to  follow-up.  . . . 


Vi _ 0 _  lo?x  ;  -j  _ 6  __  _  ' 

«;  r!!  j>;  ://*rC  ;  ■)  SiOi  .  r  -  -  C  < ' j  i\  i'-jSSCrS  f  7\  ’ .  !  I,  ~  l.'.J  !'!  • 

NONE 


See  78—79  Annual  Report. 


t:  S,l:  '  Closed 


!C<‘  i  1 


v.r.  r-;.  i 


v.o. 


NONE 
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"TW  IT**?  — *  ■*”  '  T  -  t 


15^2 


'1£H2-B2 

;  .  ri-.j  06-24-74 

1  :  Combination  Chemotherapy-  Hodgkins  Disease 

CALGB#  7451  -Comhination  Chemotherapy  and  Radiotherapy  of 
Stage  III  Hodgkins  Disease  (Rhase  IIIl 


Raymond  B.  Weiss,  M.D. 


A, r,  !i  •.  =  s r i .. 


•Ar.iL try;  i.-  :.=-i  • 


-;,./£VC;  Hematology/Oncology  -Dept. Of  Med. 


Auu’k^vrvc  Cc:iTHAcr  Oj'r: 


tzwxAU'S:  VSXKz.  Cc :r: 

_ 0 _ i _ p _ 

PV-33  i';TiCASi:  Cg.n:!»A'.t  Cc-»t:  -•jv-.y  Cr>r: 

_ _ p  0  0  0 


. _  l .  _ 

j  frowns;  tf-Kv.r  FEB  2  5  1983 


Stl  ,y  •''j -crjv- •  Primary:  To  determine  if  combination  induction ' Chemotherapy 
fhllowei’Hjrsilngle  agent  maintance  therapy  produces  different  frequencies 
r.f_jo<*porlCT> ,  -duration  of  remission  and  suryuval  from  treatment  with,  a  total-over 

"r--- i ’ -- ■  Vincristine  1.4mg/m2  week  IV  X  2  -  Procarbazine  100mg/m2  day  1-14  DC 
Prednisone  C  Mg/M2  po/day  1-14  -  RT.  Total  nodal  irradiation  ten  our  of  15  achieved 

_ _ L_a_C.R. _ _ 


I':.’!.;",  FY-?2: 


1.  WRAMC  no  longer  enters  patients  on  this  study. 

2.  CALGB  entered  14  patients  from  4/28  to  10-22-80 


flj.'fci.i  S^jccr  Sr jm  c 


FY-22:  Q  (T3  dav?):  14  Bhfojs  fofuriv  3rv;  •:  NONE 


None  at  WRAMC  ,See  below. 


r ...  ~  . 

-------  -  Chemotherapy  followed  by  Radiotherapy  had  BM  taxity  in  intially 

symptomolic  patient.  Combined  RT  +CT  had  higher  CR  note  But  the  same  survival  Note. 


f  Cat 


sTP/crc.  FY 


SI. 


NONE 

Study  Objective,  continued:  nodal  irradiation,  total  nodal  RT 

followed  by  Chemo  and  Chemo  followed  by  nodal  RT. 
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aerm?  ■  anrrr»amrcr  rwrr*  "  s*fc  - 


-T-— ■  Tx~n*:.nm  w.wti  nt !  wnrrvnwnr  — - r 


Date:  10/2/81  I  Hay  Unit  f fa.:  1534 


Starting  Date:  5/7/75 


_ Status:  Interim  X  Fiuai. 

Pate  of  Cg^letion:  10/77 _ 


Keywords:  MER  Immunotherapy  Myelocytic  Leukemia. _ _ _ 

Title  CF  Project:  CALGB:  it  7521  -  Comparative  Study  of  the  Value  of  Immuno¬ 
therapy  with  MER  as  adjuvant  to  induction  and  two  maintance  chemotherapy 
programs  in  Acute  Myelocytic  Leukemia. - 


Principal  InvssnoATcaCs 


\ . 


Raymond  B.  Weiss.  M.D. 


Associate  Investigators): 


Facility:  KWIC 

Dept/Svc:  Hematology/  One.  Dept.  Of 

Med. 

Accumulative  r£DCASE  Cost: 

OIL 

Accumulative  Contract  Cost: 

_ no _ 

Accumulative  Supply  Cost: 

GO ' 

FY-83  FECCASS:  Contract  Cost:  Supply  Cost: 
an  ..  nn  no 

Date  of  Committee  A? prov 
Annual  Progress  Report 

?E§r2  5  1S83 

Study  OBJECTIVE:  To  determine  whether  Mer  Immunotherapy  increases  remission 
rate  or  duration.  To  compare  monthly  maintance  with- ASA. C  and  6tg  with 
alternating  cycles  of  ARA-C  and  6tg  wi.tfi.  Vincristine  Per anethasone  and  ARA-C 
Technical  Approach:  Standard  induction  with  ARA  -  C  100mg/m2/Day  by  continoous 

infusion  for  10  Days  +  Daunomycin45mg/m2/da/Iv  push  cm  day  1-2-3  three  maint¬ 
ance  arms,  2  including  Mer  1  of  these.  wi.tR.  cycling  VCR  and  Der amei thasona. 

Progress  During  FY-82:  _  .  .  .  .  "  _  . 

-  The  5  patients  at  risk  for  relapse  in  1981-82  continue 

in  coipplete  remission. 
filk'TBert  OF  Su3JECTS  STUDIED: 

FY-82:  0  Total  (to  date): _  35 


Before  Completion  of  Study:  Closed 


Serious/Unsxpected  Side  Effects  in  Subjects  Participating  in  Projector  hoxs  so  state): 

patient  wi^H  bone  marrow  transplant  (off  study)  has  radiation  induced 
leymplfnatlng  Hlap.ass. 


Conclusions:  Immunotherapy  of  no-benefit  with  Acute  Leukemia  maintance therapy. 
Discontinued  after  3  years  does  not  increase  risk  for  repaspe  .  Study  closed 
for  3  years. 


Publications  or  Abstracts.  FY-82:  _  „  ,  ^  , 

Cuttner,  S.  ct  al  :  Chemimmuno therapy  of 

Acute  Myelocytic  Leukemia  with  MER  in  Preparaties, 
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I 


10-2-82 _ 

1975 


1535 


.I.;..  ■  ii:. 
'  '  1  ' 


1980 


_ Adjuvant,  ChemGt&erapy^.Immuno  therapy 


c"  : CALGB  If  7581  -  Long  Term  Surgical  Adjuvant  Systemic  Chemotherapy 

With.  Or  Without  Adjuvant  Immunotherapy  in  Mamnary  Carcinoma. 


■:  Raymond  B.  Weiss,  M.D, 


i. 


r. . . 


!  r- Hematalogy /Oncology  -  Dept. Of  Med. 


. . 0  . 

~  -0  - 


.0 


a-. 


...  Q 


FEB  2  5  1993 


y.Jj  __  To  compare  combination  chemotherapy  with  or  without  immunotherapy 
in  treatment  of  stage  II  Breast  Cancer  . 

-•  CMF  VS  CMFVP  VS  CMFVP  with  MER 


'  -  -  -  ''  ■ -  •  Of  the  42  patients  entered  on  this  study,  6  have  been  lost  to 

follow-up,  7  have  died,  29  are  alive  and  being  followed.  Of  these  29,  25 
.  patientS-haye_co_gviden.ee  of  disease,  and  4  patients  are  alive  with  disease. 


.2  0 


NONE 


Tt-r.-.t.  (,-  DV-): 


’T-i  j  i  i  _  • : .  .  ^  i  . 


42 


CALGB  -800 
WRAMC  -  80 


SEELAST  YEAR 


SEE  LAST  YEAR 
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Study  Objective •'  Compare  remission  frequency  and  duration  of  12  vs.  6  monthly  cycles 
of  CVPP.  To  determine  if  radiotherapy  augments  efficacy  of  6  monthly  cycles of  CVPP 
T n  Homruifna  ff  radiotherapy  given  hetvrean  cycles  3 and  4  is  preferable  to  that 

TtCH.'iiCAL  hPP. OACH:  [  after  6  cycles;. . . , .  .  _ 

Chemotherapy  CCNl  /hmg/m/  plo.  day  1,  Vinblastine  4mg/'m2£iv/day  1  and  8.  Proabalie 
100mg/m2/po/  day  1-14.  Prednlsome  41mg/m2  pedal  -14  ,  Radiotherapy  250Q  rads. 


ISW9£ft  Or  $J3JcC73  STUDIED: 

FY-82:  Q  Total  (to  date): 


Before  topLETia'i  o.'  Study:  closed 


ScRIO'JS/U.'iEX’ECTEO  SlOE  EFFECTS  IN  &I3J*CTS  PARTICIfV.rif'.G  in  PiTOJECtClr  ,’;0M£  SO  STATE): 

NONE 


CoACLUj-lOj^ :  >niere  j_3  no  difference  among  the  treatment  arms  in  patients  of  re- 
laspe  on  CR.  Younger  pat’Aents  Cage  less  than  50)  have  significantly  higher  CR  note 
than  older  patientss.  Cage  50)  . 


Pu8LiCAnons  o?.  Abstracts.  FY-82: 
NONE 
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Date:  10/2/fi?  I  l/oSK  fo.'T  fia.: 
Starting  Date:  7/28/75 


Status:  Interim 


Starting  Date:  7/28/75 _ Pate  of  Completion: _ 

Key  Hodgkin's  Disease _ — _ • _ 

Title  Cr  Project:  CALGB  :-^-7552  -  Combination  Chemo therapy  and  Immunotherapy  for 
previously  treated  Stage  111  a  &  IV  Hodgkin's  Disease. 


Principal  I;tvr:STlCATQR(s):  Raymond  B.  Weiss,  M.D. _ 

Associate  InvesticatorCs): _ _ _ 

Facility:  VPA'IC  _  IjlEPT/Syc:  Hematology/  Oncology- J)ept.  Of  Me< 

Accw-sjlativs  rcOCASE  Cost:  Accumulative  Contract  Cost;  Accumulative  Sjpply  Cost; 

_ QQ _ _ 00 _ _  00 _ 

FY-83  iv£ECAS£:  Contract  Cost:  Supply  Cost:  Date  of  Committee  Approval  Op 


Dept/Svc:  Hematology/  Oncology-  Dept.  Of  Med. 


_QO _ 


Date  op  Committee  Approval  Op 
A.nnual  Progress  Report  f£R  2 


Study  "objective:  Comparison  of  two  different  four  drug  regimens.  To  explore  al- 
natemating  regimens.  Examine  contribution  of  MER. 

TEOtfi-CAL  Approach: Reference  appended  schema.  Note  addendum  It 5  , discontinued 
Mainsengne  Chlorambucil.  Addendum  #6  discontinued.  MER  (Methanal  extractable 
res idue  nCG)  CCNU,  UBN,  Prop.  PREP.  (IMER)  compared  to  BLEO.  ADR1A.VCN,  Streo- 

Prooress  Curing  FY-R7J  tozoticin  (IMER)  exam  of  contribution  of  MER. _ 

Study  closed  12/81.  6  pt's.  were  entered  prior  to  this  date,  5/6  are  in  CR.  1/6  dev- 
aloped  AML  &  expired. _ _ 

DUMBER  OP  SUBJECTS  STUDIED: 

FY-32:  O  Total  (to  date) :  a _  Before  Completion  op  Study:  closed 

Sericus/Unexpected  Side  Effects  in  Subjects  Participating  in  Prcject(if  none  so  stats): 

one  patient  developed  AML. 

Conclusions '  preliminary  analysis  of  dat  indicates  no  significant  difference 
between  chemotherapy  regimens. 


Publications  or  Abstracts.  FY-82: 
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Date:  10/2/82  1,'gy  Omit  A'a. :  1539 


Starting  Oate: 


StATOS:  i  ATE  HIM _ 

Date  of  Cq^i.etipn: _ 9/ 81 


Fi:». 


Key  l&QS:  Chemotherapy  anf  Immuno therapy  in  Srage  IIT  and  IV  Neuroblastoma 

?m.E  Cr  Project:  CALGB:  7541:  Combination  Chemotherapy  and  Immunotherapy  in 
previously  untreated  Stage  III  and  IV  Neuroblastoma.  A  phase  III  study. 


Principal  Ifr.'ESTiGATOaCs?:  Raymond  B.  Weiss.  H.D. 


Associate  Investigators): 

Facility:  WHA’IC  Dept/S”c:  Hematology/  Oncology  -  Dept.  Of  Med. 

Accumulative  PcDCASE  Cost:  Accumulative  Contract  Cost: 

00  on 

Accumulative  Supply  Cost: 

_ DO _ 

FY-83  KECCASE:  Contract  Cost:  Supply  Cost: 

00  oo  .  on 

Date  cf 
Amkual  ! 

Committee  Approval  Of, 

Progress  Report  FEB  2  5  1983 

...  , 

Stuoy  Objective:  To  evaluate  the  role  of  triple  drugs.  Vincristine,  Cyclophos¬ 

phamide,  and  Adriamycon  combination  chemotherapy  in  previously  untreated  Stage 
ITT  and  TV  rmurnM  aefnma  Tr\  OTaluata.  tfifl  f«mmn.lngt/-a1  raapnni><wnBcg  of  -SEE 

TECHNICAL ^-apR9oQl:  Vincristine,  Cyclophosphamide,  adriamycin.  Vs.  Vincristine  below) 
Cyclophosphamide,  Adriamycin  ,  And  MER. 

Progress  Du?. ins  FY-82:  Only  5  patients  have  been  entered  1  was  inelgible  be¬ 
cause  of  prior  therapy  and  therefore  taken  off  study,  the  remaining 
4  have  all  expired.  This  is  now-  closed.  WRAMC  has  no  patients  being  followed. 

f!u«3c3  Or  Su3JiCTS  Studied: [  This  is  a  finalized  report.  [  - 

FY-82:  0  Total  (to  date): _ _ _  Before  Completion  o.-  Study:  CLOSED 


Serious/Unex^ected  Side  Effects  iri  Subjects  Participating  in  ProjectCif  none  so  state): 
NOne 


ConCLUS tons :  WRAMC  date  too  sparse  to  formulate  any  conclusions.  CALGB  data 
shows  both  regimens  to  be  effective. 


Publications  or  Abstracts.  FY-82: 

NONE 

Study  Objective  continued:  Patients  with  disseminated  neuro¬ 
blastoma,  both  prior  to  and  during  therapy. 
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Date:  10-2-82  I  itey  Cm  it  up.  : 
Starting  Date:  T/2/Q/81 


_ Status:  Interim _ %  Fi 

Date  of  Collet  ion  :  10 Z79 


Key  ItofUS:  Lymphocytic  Lymphoma  _ _ _ _ _ 


Title  cf  Project:  CALGB://  7651  -  Combination  Chemotherapy  for  Stages  111  and 
Iv  Lymphocytic  Lymphoma  in  Adults  with  our  without  Radiotherapy 


Principal  It*v 


Associate  Investigatgr(s): 


Facility:  ViSAMC 


Raymond  B.  Wei 


Dept/Svc:  Hematology/  Oncology  -  Dept.  Of  Med. 


n 


Accunulat  ivs  HEOCASE  Cost 


■ 


ACCUMULATIVE  CONTRACT  COST: 


him 


FY-83  FSECASS:  Contract  Cost:  S-jpply  Cost: 
QQ _ _ 00 _  ......  QO _ 


Date  of  Ccwhttee  Apppoxm  0^  „ 
Annual  Progress  Report  FtB  2  5  1983 


Study  Objective:  To  confirm  improvement  in  remission  induction  of  Lymphocytic 
Lymphoma  by  adding  Strep tenigrin to  .Vincristine,  and  Prednisone.  To  examine 

the  rnlo  nf  raHInfharapy  bulky  e-f  t-ae  T «  <t»prr»trl  ng  rpnriealnn  rafg 

TECHNICAL  Approach:  Chemotherapy  to  all  patients.  Strepj  and  duration 
tengrin  lmg/m2/  wk/  po/  x  6  wks.  ,  Vincristine  lmg/m2/iv/6  wks.,  Prednisone  40/ 
mg/m2/po/x6wks. .Maintance  RT.  30Q0-4QQQ  rads  to  bulky  sites  followed  by  CCVP1 


During  FY-82:  [Cytoxan,  Vincristine,  and  Prednisone  or  only  CVR. 


15  patients  entered  at  WRAMC  in  the  past.  This  protocol  has  been  closed  to  patient 
entry  since  10/79.  3  pt's.  are  alive  with  no  evidence  of  disease.  9  have  expired 
Ruse*  Or  Subjects  Studied^  2  are  loafto- follow-up.  1  has  oeen  taxen  on  study  due 

[  to  logistical  problems. 

FY-82:  Q  Total  (to  date):  15  _  Before  Completion  of  Study:  Closed 


Serious/Unexpected  Side  Effects  in  Subjects  Participating  in  Prcject(if  none  so  staie): 

Radiation  Hepatitis 

Co..clJj  10.15.  s  there  is  a  5Q£  remission  response  rate  with,  this  therapy. 

Radiation  therapy  has  proven  to  he  of  significant  toxicity  following  chemotherapy. 


Publications  or  Abstracts.  FY-82: 
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Date  of  Collet iom: _ 7/16/79 


STA3Ti:.3  Date:  7/27/77 _ 

Key  Wb«DS:  Acute  Lymphocytic  Leukemia _ _ 

Title  CF  Project:  CALGB  :  #  7611  -  Treatment  of  Acute  Lymphocytic  Leukemia  in 
patients  under  twenty. 


Primcipal  I«r/gSTlGAtca(s):  Raymond  B.  Weiss.  M.D. 


Facility:  KP.AMC 

Dept/S'/C: Hematology/  Oncology-  Dept.  Of  Med. 

Accumulative  i-EOCASE  Cost: 

00  _ 

Accumulative  Contract  Cost: 

_ _ 015 _ 

Accumulative  Supply  Cost: 

oo- 

FY-85  rSCCASE:  Contract  Cost:  Supply  Cost: 

00  00  nn 

Date  of 
Annual  ! 

Committee  Approval  Of 

Progress  Report  FFR  2  5  IQRR 

Stuoy  Objective:  To  test  whether  High  dose  Methotrexate  can  substitute  for  cranial 
irradiation  in  decreasing  the-  incidence  of  CNS  Leukemia.  To  tent  whether  con- 

aolidation  with  high  dose  lUtfie  can  ineraaae  the  duration  of  BM» - 

fE.QffjpLi;.. Induction  with  Vincristine  and  prednisone  and  L~  Asparaginase 

50%  of  patients  will  receive  high  dose  Methotrexate  500mg/m2x3  during  consoliadatin, 

pROCRE 33  Pur i fiG  FY -82 :  No  patients  entered  in  1982  .  Of  the  4  patients  one  remains 
in  CR  and  is  followed  at  WRAMC ,  two  patients  in  CR  were  Transferred  to  other 
institutions,  and  are_lost .  to _fflUgg  -  up  the-  last  patient  voluntarily  stopped 
/!UM3e3  Or  Su3JECTS  STUDIED: [  maintance  therapy  and  went  off  study  and  subsequently  relapse 

FY-82:  0  Total  (to  date)j _ 7 _  Before  Completion  of  Study  :closed 

SeP.IOUS/UnSXRECTED  SlDE  EFFECTS  IN  SUBJECTS  PARTICIPATING  in  PR3JSCT(lr  NONE  SO  STATE): 

Severe  Mucositis  2o  to  MTX 


Concl'JS  tons : 


Protocol  is  closed.  Conclusions  same  as  79-80-81 


Publications  or  Abstracts.  FY-82:  Voorheis,  et  al  :  effects  of  difference  forms  of 
CNS  proplylaxis  on  pituitary  function  of  children  with  ALL.  ASCO  abstract  1981. 
F-reeman,  et  aJ  comparison  of  intermediate  dose  MTX  with  Crainal  radiation 
in  children  with  ALL  .  Abstract  ASCO,  1981. 


Title  c-  Pk'V^Ci.  caLGB  #  7682  -  Combination  Chemotherapy  or  Chemotherapy 
Immunotherapy  For  Metastatic  Recurrent  Or  Inoperable  Carcinoma  of  The  Breast. 


P'I-:c:.’-'l  iLVFSnOATca's):  Raymond  B.  Weiss,  M.D. 


Associate  !;.veSTiCATgir(s): 


Facility:  KVi'C 

f,.?r/'5,r;Heniatalogy/0ncology  -  Dept. 

Of  Med. 

■m 

r  -  | 
Accuwjvnvc  Cc;;  tract  Lost: 

a  i 

Accwilati v£  Sjrply  Cost: 

0 

P;'  -35  fSCCASE:  Can  tract  Cos 

Q  0 

r : 

Sufpl y  Cost;  j  Date  c- 

o  i  hiH UAL  . 

CCv1  iTirf  / \??e\C  ',^L  £ 

PrcuSeos  Report  P|B 

f‘*2  5  1985 

Siloy  OsJicriVr:  To  compare  remission  induction  frequencies  and  duration  of 
the  CAF,  CMF,  and  CAfVP  combinations . 


— — Prior  to  randomization  for  treatment  .  patients  will  be  stratified 
according  to  dominance  of  metastatic  area, visceral  Osseous  soft  tissue  which 

develop  either  less  than  one  year  from  dlagonosis  or  equal  to  ot  greater  than 

Pries?.- ss  F V' -52:  [  oue  year  from  diagnosis.!  . 


Of  the  12  patients  entered  at  WRAMC,  one  still  remains  free  of  disease  , 
1  la  progressing  f  10  have  expired. _ 

teas*  c."  Sjsitcfs  Snoisi: 

FY-S2 :  2 _  Total  (to  cat zh _ 12 _ Bffohf  Com*.e rici  Stuoy:  20 


SiRicos/'J., h/a.-ctes  Side  Effects  m  Suu-crs  P/.iric;f-.,.r(.:G  in  Pi; 


:j-:cr  :f  ;:o.';£  so  stats): 


NONE 


Co- -CLSia.i_3. 'a :  cap  and  CAFVP  prolonged  survival  as  compared  to  CMF.  No  difference 
between  CAF  and  CAFVP  arms  .  MER  was  of  no  Benefit. 


5 


PudLiCATions  g.t  Abstracts.  FY-S2: 

Aisner,  J.  et  al  ,  Frequency  and  Duration  of  Response  with.  Combination  Chemotherapy 
for  metastatic  Breast  Cancer. 

ASCO  Vol.  20-1979. 
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Date:  10/2/82 

HdfiK  liwn  No. :  1551 

Status:  Interim  X  Fi:>l 

Start  UJS  Date: 

8/1/76  Pate  of  Completion;  9/29/80 

Key  Words:  Acute  Lvmohocvti.c  Leukemia 

Tnu  Cr  Project:  CALGB :  #  7612  -  Therapy  of  Acute  Lymphocytic  Leukemia 
in  Adults. 


Prikcipal  I»vssnoAToa(s):  Raymond  B.  Weiss,  M.D 


Associate  IhvestigatorCs): 


Facility:  KWC 

Dept/Svc  :Hema  to  logy  /  Oncology  -  Dept.  Of  Med. 

Accu.'aj!_at(yc  r'EOCASc  Cost: 

Accumulative  Contract  Cost: 

Accumulative  Supply  Cost: 

00 

00 

00 

FY-83  r£DCAS£:  Contract  Cost:  Supply  Cost: 

00  00  00 

Date  a-  Cccmitteg  Approvai  0?„ 

Annual  Progress  Report  FcB  2  5  1983 

J 

U 

Stuoy  Q3JScrivs:To  determine  w  hether  adding  Danuomycin  to  Vincristine  and 
Prednisome  followed  by  Asparaginase  will  improve  frequency  and  duration 

response,  tn  determine-  tf  MER  will  increqff?  duration. _ 

TECHNICAL  Approach : Regimen  1:  Vincristine  2mg/IV  week  x  3  ,  Prednisone  40mg/m2 
po  x  21  day  ,  L-Asparaginase  500mg/m2  IV  daily  x  3  orally  (day  1-3) . 

Prcgre 35  Du?. i no  FY'82 ;  Study  Closed~Sept71.980.  To”tal  ~of ~16“ patients  entered,  12 
have  expired,  2  pts.  lost  ot  follow-up  and  2  pts.  remain  in  complete  rem- 
ission. _ _ _ _ 

fliJKSM  Or  SJ3JIC is  StUOliO: 

FY-82:  n  Total  (to  pat:):  16 _  Before  Complet ion  o.-  Stuoy:  Closed 

Serious/Unexpected  Side  cf.-ects  in  S-jsj-cts  Pa?  tic  ip  at  mo  in  ProjectC  if  none  so  state): 

_ NONE 

yr.r.'-'AX!-S!!l±:  HER  immunotherapy  of  no  benefit.  Addition  of  Antracycline 
(Deunomycin  )  superior  to  Vincristine/Prednisone  alone.  Median  survival 
16  months  with  optimun  therapy. 


Publications  c.t  Asstr/v-ts.  FY-S2 : 

NONE 
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Date:  10/2/82 

Work  Unit  No.:  1^2 

Status:  Interim  x  Final 

Starting  Date: 

11/30/76 

Date  of  Corpletiom: 

Key  Wopjs:  CLL 

Title  cf  Project:  CALGB:  if  7632  -  Chemotherapy  in  Indolent  CLL 


Principal  Investigator's):  Raymond  B.  Weiss.  M.D. 


Associate  IwesticatosCs): 


Facility:  WRAt£ 


DcPT/Svc :  Hematology/  Oncology  -  Dept.  Of  Med. 


Accumulative  rEDCASS  Cost: 
JHL 


Accumulative  Contract  Cost: 

_ on _ 


FY-83  fECCASE:  Contract  Cost:  Supply  Cost: 

_00—  - 00 -  - 00 - 


Accumulative  Supply  Cost: 
00- 


Date  of  Committee  approval  Of 
Annual  Progress  RepcrtFEB  2  5  1983 


Study  Objective:  To  determine  if  chemotherapy  with  Chlorambucilin  indolent 
CLL  will  prolong  survival. 


TECHNICAL  Approach:  After  intial  12  week  observation  period  patients  are  ran¬ 
domized  to  Regimen  1:  No  treatment,  or  regimen  II  :  intermittent  Chlorambucil 

lLJ5mg/kg  po  q.  28  days,. _ _ _ 

Progress  During  FY-82:  To  date  3  patients  have  been  entered.  I  patient  experi¬ 
enced  progressive  disease  and  was  removed  from  protocol  .  The  remaining  2 

patients  are  alive  with  stable  disease. _ 

fui-SER  of  Subjects  Studied:  ~ 


FY-82:  o  Total  (to  date) :  3 _  Before  Completion  of  Study:  unk 

Sericus/Unexpscted  Side  Effects  in  Subjects  Participating  in  ProjectCif  none  so  state): 
NONE 

Conclusions:  _  . 

-  Too  early  for  this  indolent  disease. 


Publications  cr  Abstracts.  FY-82: 
INONE 
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Date:  10-2-82 


toy  lint  to.:  1558 


StATiis:  !ktc  rim _ x  Final 


Start i, -.0  Date :  1977 


Date  ce  Collet  ion: _ i2-ai 


Key  ibRDS^rimary  treatn>ent  of  Mulitple  Myeloma 


^ITLE  Cr  PR0JiCT:  CALGB  +  7761  -  A  study  to  determine  the  effectiveness  of  single  vs. 
multiple  alkylating  agents  with  or  withour  Adriamycin  in  the  primary  treatment  of 
multiple  Myeloma. _ _ _ _ _ _ 


Principal  Ik'/sshc-ator's):  Raymond  B.  Weiss.  M.D. 


Associate  Investigators)  : 


Facility:  \mC 


PePT/Svc:  Hematology  ^Oncology  ,  Dept.  Of  Med. 


Accumulative  f'EOCASS  Cost: 
-00- 


FY-83  KEBOSE: 

— 90- 


Accuhulative  Contract  Cost: 
-00- 


Contract  Cost:  Supply  Cost: 

- OO -  - 00 - 


Accumulative  Sjpply  Cost: 
_ Q0_ _ 


Date  op  Committee  Approval  Oe„ 

Annual  Progress  Report  FEB  2  5  1S83 


Stuoy  Objective:  To  test  the  hypothesis  that  three  alkylating  agents  given  sequent” 

ially  produce,  higher  frequency  of  good  response  and  longer  duration  of  disease  control, 
than  the  same*  alkyla ting  agents  given  in  comh. «  that  aaaitlon  of  Aarianiycin  to  a  comb . 

t  of  three  alkylating  agents, increases  the  frequency  of  good  res- 
l  ponse  and  the  duration  of  disease  control  are  the  same  after  treat 
1  ment  with  intravenous  L_Pam  as  after  treatment  withrpriple  clkv- 

PrcSRESS  During  FY-82:  IS  paflonrs  put  on  study  hefore  its  closure  12-30-^8 gating  agent. 
2  complete  remission,  5  partial  remission,  4  stable  disease  ,  4  deaths. 


flURSeR  Op  $U3JECTS  STUDIED: 

FY-82:  n  Total  (to  date)_: 


JJL 


Before  Completion  o.-  Study:  15 


ScRI0>J3/Ui'lEX3=CTE0  SlDE  Effects  IN  SUBJECTS  PARTICIPATING  Iff  PROJECT^?  S0  STATE): 
NONE 


Conclusions:  NOne  at  this  time< 


Publications  or  Abstracts.  FY-82: 
NONE 


Technical  Approach:  Combinati 
sone ;  L-Pam,  Cyclophosphamide, 
lating  agents  plus  prednisone; 
versus  combination  alkylating 
sone:  L-Pam,  Cyclosphosphamide 
sone:  L-Pam 


on  alkylating  agents  plus  predni- 
and  BCNU  versus  sequential  alky- 
L-Pam,  Cyclophosphamide,  and  BCNU 
agents  plus  adriamycin  plus  predni- 
and  BCNU  versus  L-Pam  plus  predni- 


1  ^ 


Date:  10-02-82 

Work  Unit  (Jo.: 

[status: 

Interim 

Fimai 

-  X 

Starting  Date: 

09-01-77 

Pate  of 

Cm-LETic; 

i:  1980 

Key  licpDS:  Small.  Cell  carcinoma _ _ _ ^ _ _ _ 

Title  cf  Project:  CALGB+  7781  -  Small  cell  carcinoma  of  the.  Lung  Localized 
dosease/ 


Principal  IwESTIC-ATOrCs):  Raymond  B.  Weiss.  M.D. 


Associate  Investigators): 


Facility:  VflfflC _ 

Accumulative  i'cOCASE  Cost: 


Dept/Svc:  Hematology/  Oncology 


Accumulat ive  Contract  Cost: 


Accumulative 


,  Dept.  Of  Med. 
Supply  Cost: 


_ QO_ 

FY-83  i'ECCASE: 

_m _ 


Contract  Cost: 
_ 00 _ 


■  -Q0 _ 

Supply  Cost: 
- - 00 — 


_ L  mn _ 

Date  of  Ccmmi ttec  Approval  Of 
Annual  Progress  Report  FEB  2  5  19P1 


Study  Objective:  To  determine  whether  CCV/AV  plus  radiotherapy  (JLT)  gives  a  greater 
remission  rate  and  duration  than  MACC  plus  RT.  To  determine  if  MER  immunostimu- 

lation  -  increasea—feapenae-and-  duration  of  response. - - 

T^c“‘l-.cr!L  Approach.  Regimen  i:  Methotrexate  30mg/m2/IV  plus  Adriamycln  35mg/m2  VS.CCNu 
30mg/m2  plus  Cyclophosphamide  4000  mg/m2/IV,  Regimen  2;  Cyclophosphamide  700mg/m2/IV  plus 
V  i  ncrittine  1 -0mg/m2_i.rl  rh  Adrlanyrfn  1inmg/m2/TV  day-  21  trf  th  vinrrfgtine  l.Chng/m2/ IV .  Bo  th 
Progress  D'JP-iNG  FY-82:  [  regimens  include  4$00  rads  to  primary  lung  tumor  plus  30Q0  rads 

WRAMC  has  entered  21  ptj. whole  brain. _ 

to  date.  This  protocol  was  closed  6/81.  All  ptlsat  this  point  have  expired  except  2.  who 


flUMSER  CF  Subjects  SiUoied:  tare  alive  and  show  no  evidence  of  disease  and  2  who  are  lost  tc 
.  _  r to,  follow-up  and  assumed  sexpired  due  to  their  advr"/'‘*'4 

FY-82:  -  u  Total  (to  date):  _2j _ before  “''•^letion  of  Study : clucd 


tal  (to  date 

This  la  a  finalized  reports — — . 


state. 


Serious /Unexpected  Side  Effects  in  Subjects  Participating  £n  project  none  so  state): 


NONE 


C0"-'-JM0.is.  Complete  remissions  can  he  attained  hut  in  a  very  small  percentage 
of  cases.  MER  does  not  seem  to  be  of  value. 


Publications  op.  Abstracts .  FY-82: 


NOne 


Date:  10-02-82 

Work  Unit  No.:  1560 

Status:  Interim  Fi:»l  X 

Starting  Date: 

10-77  Date  of  Completion:  03-81 

Key  Words:  Small  cell  Cancer  of  Lung  Extensive 

Title  CF  Project:  CALGB  #  7782  -  Small  Cell  Carcinoma  of  Lung  in  Extensive  Disease. 


Principal  I;r/ssnoAToa(s).: _ BaymrmH  M.n 


ASSOCIATE  If!VESTICArOP(s): 


Facility:  MRAMC 

Dept/Svc:  Hematology/  Oncology  Dept.  , 

,  Dept.  Of  Med 

Accumulative  fiEOCASE  Cost: 

_ 00 _ _ 

Accumulative  Contract  Cost: 

_ _ 

Accumulative  Supply  Cost: 

00 

FY-83  riEDCASE:  Contract  Cost:  Supply  Cost: 
no  no  00 

Date  of  Committee  A? prov, 
Annual  Progress  Report 

hi 

tr2  5  19P3 

SToOV  Objective:  To  determine  whether  alternating  chemotherapy  increases  response 
rate  or  duration.  To  determine  whether  radiotherapy  to  primary  tumor  increases  response 

rate  over -MAGC  chemotherapy  alone. - 

TEchm-cal  Approach: 

MACC  +  RT.  Versus  MACC  -  versus  COACC. 


FY-S2:  to  date  a  total  of  14  patients  have  been  entered.  Of  those 
14  patients  all  have  expired.  This  protocol  is  now  closed.  No  further  patients  are 
being  followed.  This  fa  a  finalised  report. _ _ _ 

Buissa  of  Su3jec ;s  Studied: 

FY-82 :  O  Total  (to  pat;) :  / *4 _ Before  Completion  of  Study:  CKerep 

Serious/Uhexpecteo  Side  Effects  in  Subjects  Parmcipatkss  in  ProjectCif  r:or;=  so  stats): 

None 

Conclusions: 

Survival  of  these  patients  is  not  significantly  different  with 
different  treatment  arms.  Survival  of  this  group  os  less  then  1%. 


Publications  ct  Abstracts.  FY-S2: 

NOne 


*  57 


r 

! 


Date:  10-2-82 


toy  Unit  ffo.:  1563 


Status:  Interim  X  Fir:*. 


Starting  Date:  1977 


Date  of  Coppletion: 


_KeY.  to-3S: _ WnAgk-Tn  f.ci  THsAase - - - - - 

Title  CF  Project:  CALGB:  7751  -  The  comparative  Effectiveness  of  Combination 

Chemotherapy  alone  and  with^Ridiation  therapy  by  involved  field  or  extended  field,  in 
pope  rT «k  paMent-s  vi  th  Stage  1  or  l.L  Ho djzk If na_. disease. - 


PRINCIPAL  hiVESTIC-ATSaCs) :  Raymond  B.  tfeiss,  M.D. 


ASSOCIATE  iKVgSTIGATOa(s): 
Facility:  jjRWjC _ 

Accumulative  REOCASE  Cost: 

_ 00 _ 

FY-83  ivECCASE:  Contract  Cost: 
HO _ _ 00 _ 


Dept/Svc:  Hematology/  Oncology  ,  Dept.  Of  Med. 


Accumulative  Contract  Cost: 

_ Qfl _ 


Accumulat ivs  Supply  Cost: 
_ 100 _ 


Supply  Cost: 
_ 00 _ 


Date  of  Committee  Approval  jprn  _ _ 

Annual  Progress  Report  FEB  2  5  198^ 


Study  Q3J5CTIvs:  To  determine  if  combination  chemotherapy  alone  is  as  effective 
and  less  toxic  than  chemotherapy  plus  involved  field  radiation. 


:  Regimen  1  :  Involved  field  RT  followed  by  six  cycles  of  CCNU, 
Vinblastine,  Procarbazine,  and  Prednisone,  Riegmen  11:  Chemotherapy  alone.  Addendum 

11  (2/12/79  da let  the  arm  with  extended  field  RT. _ _ 

Progress  During  FY-82:  WRAMC  does  not  enter  patients  on  this  study  ,  CALGB 
entered  13  patients  in  1980. 


fiUMsea  of  Subjects  Studied: 

FY-82:  0  Total  (to  date) :  \  _  Before  Completion  of  Study:  None  at  wramc 

Serious/Umsxpected  Side  Effects  in  Sibjects  Participating  hi  Project(if  rone  so  state): 

_ NONE 

CONCUIS I ONS :  *  ' 

Too  early  i6or  analysis. 


1 


Publications  or  Abstracts.  FY-82: 
NONE 
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\ 

\ 


Date:  10/2/82  |  toy  Knit  Ha.:  1564 


Starting  Date: 


7/78 


Date  cf  Collet  ic:i 


Status:  Inter  m-i 

_  7/ai. 


F  i :  :a;_  X 


Key  Chlorozotocin 


Title  cf  Project:  CALGB  j1/  :  7772  -  Phase  II  study  for  Chlorozotocin 


PRINCIPAL  I?i.vSSnC-ATOa(s):  Raymond  B.  Weiss,  M.D. 


Associate  Iiwestigator(s) ; 


Facility:  FiRffiC 


Dgpr/Svc:  Hematology/  Oncology  -Dept.fo  Med. 


Accumulative  r£DCAS2  Cost: 
00 


Accumulative  Contract  Cost: 
_ 00 


FY-83  rECCASE:  Contract  Cost:  Supply  Cost: 
QO _ _JiQ _ _ .Q.Q _ 


Accumulative  Supply  Cost: 
JLCL 


Date  of  Committee  Approval  Or 
Annual  Progress  Repost  FEB  2  5  1881 


Study  Objective:  Yield  information  concerning  the  efficacy  and  safety  of  this 
agent.  See  evidence  of  activity  in  tumors  of  interest  to  the  group. 

'^CHl'1 ' —A-  Appsoach.  chlorozotocin  120mg/m2  q  6  weeks.  The  drug  will  be  administ¬ 
ered  in  bolus  over  a  peridd  of  30  seconds  via  the  tubing  of  a  running 
intravenouc  infusion,  the  failure  to  achiava- a  response  following  the 

[  administration  of  three  doses  of  the  drug,  will  be 
[  cause  for  removal  from  the  study. 


ftiKHEs  op  Subjects  Studied: 

FY-82:  0  Total  (to  date):  is _  Before  Completion  op  Study:  closed 


Sc R l CU S/UflEX? ECTE0  SlDE  EFFECTS  III  SUBJECTS  PARTICIPATES  III  P.R0JECT(iF  (ONE  SO  STATE): 
NONE 


Co'i'G 

- - - — ’  To  date  ,  none  of  the  patients  responded.  All  have  expired. 

CALGB  ,  experience  is  that  Chlorozotocin  is  questionable.. 


Publications  o?.  Abstracts.  FY-82: 

NONE 

Progress  during  FY-82:  Protocol  closed  7/81.  WRAMC  entered 
3  patients  this  year.  Of  the  total  number  of  patients  entered 
to  date  (18)  all  have  expired.  One  patient  was  transferred  to 
Ft.  Benning  and  is  now  lost  to  follow-up  and  assumed  expired  also 
due  to  extent  of  his  disease.  This  is  a  finalized  report. 
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r 


Pats:  10-2-82 
Starting  Date: 


Way  L!m{ t  No.  : 
4/30/79 


1570 


_ [Status:  Enter  jh  y  Final 

Pate  of  Completion: _ 


Key  VbfOS:  Histiocytic  Lymphoma _ _ _ _ _ 

Title  cf  Project:  CALGB:  7851  -  Treatment  of  Advanced  Diffuse  Histiocytic 

Lymphoma. 


Principal  Invest ioatorCs):  Raymond  B.  Weiss^M.D. 


Associate  InvestigatorCs): 


Facility:  jggjC 


Cept/Svc:  Hematology/  Oncology-  Dept,  Pf  .  Med. 


AcavAJLATivE  rcDCASE  Cost: 
_QQ_ 


Accumulative  Contract  Cost: 
_ OQ _ 


Accumulative  Supply  Cost: 

. . go.— _ _ 


FY-85  rECCASS:  Contract  Cost:  Supply  Cost: 

_ aa_  - ao —  — oo - 


Date  of  Committee  Approval.  Qf 
Annual  Progress  Report  FEB  2  5  jqflq 


Study  Objective:  Test  whether  the  addition  of  contin  uous  Bleomycin  infusions 
increase  the.  response  rate  and  duration  of  cyclophosphamide.  Vincristine, Adriamycin 
aND  PREDNISONE .  (Chop )  test  contribution  of.,  high,  dose  Methotrexate  to  above  program 

I  in  particular  whether  it  is  prophylactic  against  central  nervous 
[  system  relasoa.  _ 


. ^UP- 1  82-  5  pt.'s  have  been  entered  at  WRAMC  all  three  are  doing  well, 

either  in  good  partial  remission  or  complete  remission. 

fluKsea  Or  Sj3jects  Studied: 

FY-82:  2  Total  (to  date):  5 _  Before  Completion  of  Study:  320 


Serious/Unexpected  Side  Effects  in  Subjects  Participating  in  ProjectCif  none  so  state): 

NONE 

•  To  date  ,  it  appears  that  treatment  with  CHOP  and  Bleomycin  is 
adquate  therapy  in  that  remission  are  induced  add  toxicity  is  minimal. 


Publications  c.r  Abstracts.  FY-S2: 

NONE 

Technical  Approach:  Treatment  categories  expanded  to  other 
poor  histology  lymphomas.  CHOP  therapy  with  and  without  continuous 
Bleomycin  infusion  X  3  courses  with  randomization  followed  by 
standard  or  high  dose  Methotrexate. 


uo 


DaT£:  10/2/82 

I  1,'a*  Unit  lb, : 

Starting  Date: 

5/79 

1572 


1  Status:  in  ter  in  X _ Final 

Date  eg  Completion:  4/81 _ 


Key  iisos;  M-AMSA,  Melanoma,  Ovarian  Carcinoma,  Breast  Carcinoma. _ 

Title  cf  Project:  CALGB  :/.»  7971  -  Phase  II  Study  of  M-AMSA,  (NSC  249992)  Treatment 
for  Melanoma,  Ovarian  Carcinoma,  Breast  Carcinoma  ,  Hypernephroma,  and  Hepatoma. 


Principal  IwEsnoATga^s 


'e'. 


Raymond  B.  Weiss,  M.D. 


Associate  Investigator^1 2 * * : 


Facility:  VSHC 


Dcpt/Suc:  Hematology/  Oncology  ~  Dept. Of  Med. 


Accumulative  rSDCASc  Cost: 
JKL 


Accumulative  Contract  Cost: 
_ 01] _ 


FY-83  r£CCAS£:  Contract  Cost:  Supply  Cost: 
nn.  _ 00 _  — 00 _ 


Accumulative  Supply  Cost: 
00  ' _ 


Date  of  Cov.suttee  Approval  Op 
/.nnual  Procress  Report  fEB.2  5  ,.B8? 


Study  Object ive:  This  Ph^se  II  study  of  M-AMSA  is  designed  to  determine  the  com¬ 
plete  or  pattial  response  frequencies  of  the  various  selected  tumors  to  treat— 
menr  w-frb  M-  AMR  A  -  npTP.rmfnp.  the  dnrafion.  of  response  in  those  pt  s  resno  nding 

TECHN i cal  Approach:  i^e  ifirst  ^treatment^ose  w^ft^%eSi"i?Omg/mi1. ‘  Every  three  weeks,  the 
dose  will  be  increased  by  20mg  over  the  previous  dose  until  16Qmg/m2  Is  reached,  or 

until  Mvelosuppression  is  encountered. _ 

Progress  Puri;:-  Fv-82 :  8  patients  have  been  entered  at  WRAMC  ,  4  patients  have  expired, 

2  «re  alive  th  disease  and  2  are  lost  to  follow  -up. 

flursER  op  Subjects  Studied: 

FY-82:  n  Total  (to  date)  :  8 _ 


Before  Ck-pletion  op  Study:  162 


Serious/Unexpected  Side  Effects  iri  Subjects  Participating  in  Projector  lone  so  state): 

NONE 


Conclusions: 

of  RX. 


Data  is  sparse.  50%  of  patient  entries  have  died  within  a  year. 


Publications  or  Abstracts,  FY-82: 


NONE 


1  — 1 

L 

V.'ofk  Unit  f.'o. 

:  1574 _ 1 

L 

Status:  Ihteriw 

Starting  Date:  12/12/79 


Key  >ioos:  Gastric  Cancer 


C/.rECr  Co»lETIC.‘|: 


below) 


w  - —  “ v— *-*4  v>  uuu  nuix<uujrv.Xii 

Regimen  B-Mitomycin-C  andAdriamycin. 

P^C-— ' -1 1  ^ 1  ■  ~  Four  patients  have  been  entered  on  this  study.  All 

4  have  expired.  This  protocol  has  hhen  closed,  this  Is  a  finalized  report. 

Hurcssa  of  Subjects  Studied:  ~ 

FY-82:  ^  Total  (to  date) :  ^ _  Before  Completion  of  Study: Closed 

Sepicus/U'iexpected  Side  Effects  in  Subjects  Participating  in  PrcjectCif  none  so  state): 

Two  patients  devolped  transient  signficant  Pancytopenias. _ 

Cqncl’JS  ions : 

No  conclusions  too  few  patients  entered. 


Publications  or  Abstracts.  FY-82: 


Study  Objective:  (continued)  patients,  2.  to  determine  partial 
and  complete  response  frequency,  and  the  duration  of  response  and 
survival  of  patients  with  measurable,  locally  advanced,  or  with 
metastatic  gastric  cancer,  when  the  patients  are  treated  with  MA 
versus  FAM  and  both  regimens  are  followed  by  a  common  maintenance 
therapy  employing  Mitomycin  -C  and  5-Fluorour ac i 1 . 


Date:  IQ~2~82  T  Da.:  1575 

Start  ir.S  Date: _ 1979 _ 


Status:  [nt£Ri.vi  X  Fi?t>i. 


Date  of  Cartel i oh: 


Key  Vkyos:  Refractory  Hodp.kJ.ns  Disease - - - 

Title  cf  Project:  CALGB:#  7972  -  A  phase  11  crail  of  AMSA  for  refractory  Hodgkins 
disease  diffuse  Histiocytic  Lymphoma  and  diffuse  poorly  differentiated  Lymphocytic 
Lymphoma . _ _ _ _ _ _ _ — - - - - 

PRINCIPAL  Ilf/ESTIOATCaCs):  Rayt^nnA  R  Up j g a. -M-IL — - - 

ASSOCIATE  ]i':v£ST1CmTCR(s) : _  _ _ _ _ 

Facility;  ViSAi'lC _ DE?T/Syc:Kematology/  Oncology  -~_Dept.  Of  Med.^ 

Accumulative  fcCCASE  Cost:  [  Accumulati ve  Contract  Cost:  Accumulative  Supply  Cost: 


UU _ f  - — i-u-i - P - - - — — - 

FY-83  rECCASt:  Contract  Cost:  Supply  Cost:  Date  of  Co-ahttee  Approval Of 

nn  Annual  Progress  Report  *£B  2  5  qg? 


HO - 


Study  Objective -.This  phase  11  study  of  M— AMSA  is  designed  to  determine  the  comp¬ 
lete  or  partial  response  frequency  of  refractory  Hodgkins  disease,  diffuse  Histo- 


TEcwi;cal  j-pproach  :  flrst  treatment  dose  will  be  120mg/m2,  althoughpatients  pre¬ 

viously  heavily  treated  with  chemotherapy,  especiall  nitro-soureas  or  radiotherapy 
r  with  HpnaM c  dysfunction,  may  start  at  6Qmg/m2_uatil_  16QmgZffi2  is  reached,  or  until 


Progress  During  FY-S2 :  [Myelosuppression  Is  encountered.  _ ___ 

Only  8  patients  have  been  entered.  4  patients  have  expired,  3  are  alive  with  disease 
and  1  is  lost  to  fowwow-up.  Study  is  c losed  to  patient  entry,  on  12/81 
Hunsea  of  Subjects  Studied: 

FY-82:  O  Total  (to  date):  8  Before  Completion  o.-  Study:  rincprf 


Iot.al  (to  date): 


ScRlOUS/Ui'lEXPcCTED  SiOE  EFFECTS  IN  SUBJECTS  PARTICIPATING  IN  P,TOJECT(iF  NON*  SO  STATE): 

Increased  interval  or  ST  were  seen  in  2  Pts. 


Conclusions: 


Data  too  sparse  for  for  formulation  of  an>i  conclusions. 


Publications  cr  Abstracts.  FY-S2 : 
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Date:  10/2/82  tfosc  lS*it t  fio.:  1576 


STARTING  Date:  8/79 


_ I  Status:  1  ntefhh _ Fi?>.  X 

Date  Or  Collet  ion :  9/81  _ 


Key  Items:  Pancreatic  Cancer _ _ _ _ 

Title  Cr  Project:  CALGB:#  7982  -  Chemotherapy  of  Advanced  Pancreatic  Cancer. 


.Principal  .I«a'EST1C-atos(s>:  Raymond  B.  jfei&s,  M.n. 


Associate  Investic-atgrCs) : 


Facility:  W?.A'!C 


Accumulative  icDCASE  Cost: 
00 


:  j^?a to l°gv  /Oncology  -  Dept.  Of  Med. 


Accumulative  Cc::tract  Cost: 

00 


FY-83  FicCCASt :  Contract  Cost:  Supply  Cost: 

00  00  QQ 


Accumulative  Sjpply  Cost: 
_ _Q_Q _ 


Date  oe  Committee  /ppp.ovaJJf  0  -  ,00_ 
Awnual  Progress  Report  ■‘to  <s  o  jyyj 


Study  OjJsCTiyc.  Establish  activity  of  SMF  vs.  Fam  against  advanced  Pancreatic 
Cancer. 

TE«'j.:CALj.VROyH:  Reg.  l  5FU  Strep  to  20tocin  and  Mitomycin  C. 

Reg.  2:  5FU  Adriamycin  and  Mitomycin  c 


Prowess  Cur  mo  FY-82: 


3  Patients  had  been  entered  prior  to  protocol  closure.  All 


three  have  expired.  This  is  a  finalized  report. 
f!u«3ea  of  Subjects  Studied: 

FY-82:  0  Total  (to  date) :  5  _  Before  Completion  of  Study:  Closed 


Serious/Unexpected  Side  Effects  in  Subjects  Participating  in  PrcjectC if  non-  so  stay*)- 
NONE  . ' 


Conclusions :  Data  too  sparse  to  formulate  any  conclusions. 


Publications  op.  Abstracts.  FY-82: 
NONE 
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Date:  10/2/82  V!osk  Unit  fia.:  1577 


Start  I.vj  Date:  1  /  20  /  80 


Status:  Interim  x 
Date  of  Collet  ion:  1982 


Key  Iteus Acuta  Myl eogenous  Leukemia _ _ 

Titue  Cf  Ppoject:  CALGB://  792i  -  Comparative  study  of  Three  Remission  Induction 
regimen  and  two  maintance  regimens  in  Acute  Myelogenous  Leukemia, 


Pp [fiCI?Ai_  I?t'.'S3TlGAT0a/s):  Raymond  B.  Weiss,  M.D. 
Associate  Invest r gator (s) : 


Facility:  VRAM 

I  DEPr/Svc:Hemat°l°gy  /Oncology  -  Dept.  Of  Med. 

Accumilat i ve  rcOCASc  Cost:  j 
QQ _ 

A ccumulativs  Contract  Cost: 

_ 00 _ 

Accumulative  Supply  Cost: 

00 

FY-83  i'ECCASE:  Contract  Cost:  Supply  Cost: 

00  nn  no 

Date  of 
Annual  1 

Committee  /approval  Of 

Progress  Repost  FEB  2  5  1P99 

W  \  I  »  t  >  j-  »  -V  •  XV/  —  — - - - O  -  -  /  - 

willincrease  the  remission  rate.  2.  To  determine  if  Clotrimoxazole  will  decrease 
ii^T n f t- f nn  rafp  Hnring  rem-rgsrfon  induction.* 


TE CHrl » CAL  Approach:  Randomized  :  Regimen  A  with  CO_Trimoxazole  po  during  induction. 
Regimen  B  without  Co-  Trimaxazole.  Randomize,  between  regiipen  1  ie.Daunomycin 
CDNR)  45mg/m2  IV  days  1,2,3  and  ARA-C  1QQ  mg/m2  IV  by  cofituious  infusion  1-7. 

Progress  Duping  FY-82:  To  date  a  total  of  13  patients  ,8/13  repasped  and  died. 

5/13  in  CR  and  being  actively  followed. 


fiU'-SEi-i  o.=  Subjects  Studied; 


FY-82: 


Total  (to  date):  13 


Before  Co.mplet  ic.':  of  Study:  550  CALGB 


Ssrious/Unexpected  Side  Effects  in  Subjects  Participating  in  Project! if  none  so  state): 

One  patient  developed  actual  Hepatitls/Cirrhosin  too  chemotherapy. 


Conclusions: 


After  230  patients  entered  have  been  evaluated,  no  trend  toward 


treatment  and  opinion  exists. 


Publications  or  Abstracts.  FY-82:  NONE 

Technical  Approach:  continued:  Regimen  2,  i.e.,  DNR  45  mg/m2 

IV  day  1,2,3  +  ARA-C  100  mg/m2  by  continuous  infusion 
plus  6  thioguanine  100  rag/m2  days  1-7. 


U5 


Date:  Rosy  Unit  ffo.:  1578 


Starting  DATe:  7-80 


_ I  Status: _ Inter  in _ y  Final 

Date  of  Copr  etion:  1983 _ 


Key  t&RJS:  Chemotherapy  -  Metastatic  Breast  Cancer _ 

Title  cf  project:  CALGB  it  8081  A  Randomized  Study  Comparing  The  Combination  of 
Hormanal  Therapy  and  Chemotherapy  with  Chemotherapy  alone  For  The  Treatment 

of  Advanced  Breast  Cancer.  _  _ 


Principal  InvF.snc-AToa(s) :  Raymond  B.  Weiss  .  M.D. 


Associate  IuvestigatorCs) : 


Facility:  KP.AMC  Dept/Sv c:  Hematalogy/Oncology  -  Dept.  Of  Med  , 

Accumulative  i'cCCASE  Cost: 

0 

Accumulative  Contract  Cost:  Accumulative  Supply  Cost: 

_ _ _Q _  .  0 

FY-83  r£CCA3E:  Contract  Cost:  Supply  Cost: 

0  0  0 

Date  of  Committee  Approval  Of 

Annual  Progress  Report  FEB  2  5  1$83 

Study  03J5CTIVE :  to  determine  effectiveness  of  combination  chemotherapy  versus: 
combination  chemo  therapy  plus  Hormanal  therapy  in  patients  with,  advanced  breast 
Cancer. _ _ _ _ 

Technical  Approach:  Reg  I:  CAF  +  TamoTamoxif en 
Reg.  2:  CAF 


Progress  Cur ! r:o  FY-82:  A  total  of  13  patients  now  entered.  2  have  expired  with  progressive 
disease.  7  are  alive  with  progressive  diseaseand  off  study.  2  are  partial  responses 
and  2  are  complete  responses.  _ _ _ 


fiiJMBeR  OF  S:J3JECfS  SruDlcJ: 

FY-82:  s  Total  (to  date)j _ jjj_ 


Before  Completion  of 


-  CALGB  -3Q0 
57Li::Y-WRAKC  -  30 


ScRlCOS/lliliXPECTED  SlOE  EFFECTS  Ifl  S'J3JECTS  PARTICIPATIfiG  in  PrCJSCTCiF  MON-  SO  STATE): 


CONCLUSIONS: 


-JOSE _ _ _ 

Study  is  opan,  active  and  securing  patients 


So  Conclusions  so  far. 


Publications  op.  Abstracts.  FY-82: 


NONE 
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Key  Warps:  Gastric  Adenocarcinoma _ _ _ _ 

Title  cf  ProjecCALGB  t  7983:  Surgical  Adjuvant  Systemic  Chemotherapy  with  5-FU 
Adriamycin,  and  Mitomycin  -C  vs.  observation  only  in  Gastric  Adenocarcinoma. 


PaiNCIPAL  Itf/gsnCATpa(s>:  Raymond  B.  Weiss,  M.D 


Asscc [Are  IfiVcsncAroa(s): 


Facility:  VP.A-1C 

DcPr/Svc:  Hematalogv/Oi 

pcology  .Deot.  Of  Med. 

Accumulative  T'cOCASE  Cost: 

. _ Q _ _ 

|  Accumulative  Contract  Cost:  j 
! _ a _ 

Accunulat  ive  Supply  Cost: 

ri 

FY-83  r£CCA$£:  Contract  Cost:  Supply  Cost: 

00  OQ  00 

Date  of 
Annual  1 

Ccf-.'iiTTEC  Approval  Of 

Progress  Report 

- - - 

Study  Objective:  The  specific  aim  of  this  study  is  to  ascertain  if  6  two  monthly  cycles 

of  Flououracil,  adriamycin  and  Mitomycin-C  following  potentially  curative  surgery  for 
^omrarrlnnma  n f  The  grnmAch  produces  a  longer  disease  free  surwal  in  -Over 

TECHNICAL  Approach:  Regjn,en  E  :  Observation  only.  Regimen  11  :  Adjuvant  Chemotherapy 
S-Flouoeoueacil,  Adriammycm  and  Mitomycin-C  following  potentially  curative  surgery 
for  adenocarcinoma  of  the  stomach  produces  a  longer  survival  in  comparision  to  stand  - 

..OSRESS  Dual  no  FYS2(  ar<*  surgicaTTresection  alone.)  ~  ' 

No  patients  were  entered  on  this  study  at  WRAMC.  , 

fiUf-ldSS  OF  $U3JcCTS  STUDIED: 

FY-82:  0  Total  (to  date) :  0 _  Before  Completion  of  Study:  Closed 


Serious/Unexpected  Side  Effects  in  Su3jscts  Participating  in  Project(if  iome  so  stats): 
NONE 


CONCLUSIONS: 

NONE 


Pu si. icat i oris  or  Abstracts.  FY  S2: 


NONE 


Date:  10-2-82 

1  Work  Uni r  (Jo.:  1581 

- 1 

' 

Status:  !  kte  p.  i  -1  X  Fi::*. 

Starting  Date: 

3/79 

Date  c? 

COMPLETION: 

Key  l&as:  Lymphocytic  Lymphoma  Combination  Chemo ther agv_. _ 

Title  cf  Project:  CALGB:  +  7951  -  The  Management  of  Stage  111  and  Iv  Nodular 
poorly  Differentiated  Lymphocytic  Lymphoma. 


Pair:ci?AL  IwEsnc-ATca's) : _ Raymond  B.  Weiss.  M.D. 


Asscciate  InvestigatorCs): 

Facility:  VP.AMC 

Dept/Svc:  Hematology/  Oncology-  Dept.  Of  Med. 

Accumulative  rcDCASE  Cgst: 

Accumulative  Contract  Cost: 

Accumulative  Supply  Coot: 

00 

1 

on 

MiTlW — 1M 

FY-83  FEECASt:  Contract  Cost: 
nn 

Supply  Cost: 

00 

Date  of  Ccm'ipthc  Approval  0- 
A.nkual  Progress  Report  FEB  2  5  1982 

1 —  . 

Study  Objective :To  compare  efficacy  of  combination  chemotherapy  vs.  single  agent 

therapy  and  combination  therapy  chemotherapy.  To  compareresponse  in  patients 
treated  with  single  agent  comb.  Chemo.  in  Induction. _ 

TECHNICAL  A??ROAC.h:  Regimen  1:  Cy toxin  lQ0mg/m2/day  continously.  Regimen  2:  Cy  toxin 
750mg/m2/ iv  day  1.  Adraimycin  50mg/m2/iv  day  1.  Vincristine  1.4mg/m2/iv/day  1. 

Bleomycin  10u/m2/im/day  1.  Prednisone  60  mg/m2/po/dav  1-5 _ _ _ 

Process  During  FY-S2 : 5  patients  have  been  entered  .  All  in  good  partial  remission. 
Possibly  Complete  remission. 

Nui-ssa  of  Subjzcis  Studied: 

FY-82:  0  Total  (to  date)j _ 5 _  Before  Collet  i  on  0.-  Study:  75 

Serious/Unexpected  Side  Effects  in  Subjects  Participating  in  PtojectCif  none  so  state): 

NONE 

Conclusions:  jjq,.  a  great  deal  of  data  but,  5  of  the  5  patients  have  experienced 
partial  remission.  Therefore  ,  this  treatment  plan  may  be  of  significent  value. 


Publications  or  Abstracts.  FY-82: 


NONE 
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PAT£:in.7/s?  toy  Uy;cT  {.'a.:  1 53 3_ 


Status:  Interim 


Fi:w. 


Start  i:.a  Oats  :  5/80 


.  Pate  of  Collet  i  om:  9/ 81 


Kcy  \tows:  Spirogermanium  in  Advanced  Colorectal  Carcinoma  _ 

Title  cf  Project:  CALGB://  8075  Spirogermanium  in  patiens  with  Advanced 
or  Recurrent  Colorectal  Carcinoma. 


Principal  IwgSTlGAToa(sjj  Raymond  B, Weiss.  M.D. 
ASSOCIATE  I MVc ST t C-ATCR ( S )  : _ _ 


Facility:  VP.AMC 


Dept/Svc:  Hematology/  Oncology  -Dept.  .Of  Med. 


Accumulative  rcOCASE  Cost: 
00 


Accumulative  Contract  Cost: 
00 


Accumulative  Supply  Cost: 
00  _ 


FY-83  rECCASfc:  Contract  Cost:  Supply  Cost: 
00 _  00  00 


Date  0?  Committee  Approval  Op 
Annual  Progress  Report  rra  <?  r 


Study  Objective:  Determine  efficacy  of  Spirogermanium  in  patients  with  un¬ 
resec  table  metastatic  Adenocarcinoma  .  Provide  data  regarding  toxicity  of 

Spirogermanium  - - - 

TEChm ; cal  Approach :  Spirogermanium  50mg/m2/IV  g.o.d.  for  3  doses  each  week 
for  2  weeks,  then  50mg/m2/IV  2x  weeks;  then  50mg/m2/lV  weekly. 


Progress  Cup, i tig  FY-S2:  3  Patients  entered.  All  three  have  expired.  Protocol 

closed.  This  is  a  finalized  report. 


f'UM3£a  OF  Su3J£C7S  Studied: 

FY-82:  0  Total  (to  date): _ 3  Before  Completion  of  Study:  closed 


Ser igus/Unexpscted  Side  Effects  in  Subjects  Pas rtc cpat i«g  hi  Prcj£ct(if  none  so  state): 

NONE 


Conclusions: 


Data  too  sparse  to  formulate  conclusions. 


Publications  op.  Abstracts.  FY-82: 


NONE 


168 


Date:  m-n?-S2 

mOW  C.VIT  lb.:  1584 

Status:  Interim. 

Final  X 

Starting  Date: 

3/80 

Date  cf 

Completion: 

4/81 

Key  \te>J3S:  M»1Kp1»  Myolmna  rpstcl-anf  t~n.  Mp  1  pFi  aim  and  Erahnlsonfi - 

Title  cf  Project:  CALGB:#  8074  -  A  phase  II  trail  of  AMSA  in  Multiple 
Myeloma  resistance  to  Melphalam  and  Prednisone. 


Principal  Invssnc-AToaCs) :  Raymond  B.  Weiss  ^  M.D . 


Associate  InvesticatorCs) : 
Facility:  Wfflg _ 

Accumulative  rSDCASE  Cost: 


De?t/Svc:  Hematology/ 

Accumulative  Contract  Cost: 


Oncology  —Dept. Of  Med. 

Accumulative  Supply  Cost: 


00 _ [_ 

FY-85  fEJCASE:  Co.n tract  Cost: 

00  00 


00  ! 

00 

Supply  Cost: 

00 

Date  cf 
Annual 

Committee  Approval  Of 

Progress  Report  FEB  2  5  1°°R 

Stuoy  Objective:  Determone  response  rate  of  multiple  Myeloma  resistance  to 
Melphalm.and  Prednisone  other  alkylating  agents. 

Technical  Approach:  provide  data  regarding  toxicity  of  AMSA  -  120-mg/m2/IV  - 
G  3  weeeks 


PROGRESS  During  FY-82:  This  protocol  was  activated  and  subquently  closed.  No 
patients  were  ever  entered.  This  is  a  finalized  report. 


fiUM3E»  of  Subjects  Studied: 

FY-82:  0  Total  (to  date) :  0 _  Before  Completion  of  Study:  rlf,saH 

Sericus/Unexrecteq  Side  Effects  in  Subjects  Participating  in  Projector  none  so  state): 

_ KOBE _ : _ : _ 

Conclusions: 

NONE 


Publications  or  Abstracts.  FY-82: 
NONE 
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Date:  10-2-82  Way  Ustr  to.:  1585 
Starting  Date:  12-80 


_ 1  Status:  i kte r i  y _ 

Date  cf  Collet !o:i:  09-81 


Final  X 


Title  cf  Project:  CALGB:  8046  AZQ  in  primary  treatment  of  locally  advances  or  ex¬ 
tensive  cancer  of  the  Lung  orhter  than  small  cell,  A  phase  111  study. 


Pri?:ci?al  Investigators) . 
Associate  Investigator^): 
Facility:  ViRPMC _ 


Dept/Svc . 


Dept.  Of  Med. 


Accumulative  iECCASE  Cost:  Accumulative  Contract  Cost:  Accumulative  Supply  Cost: 


FY-83  r'£CCAS£:  Contract  Cost:  Supply  Cost: 
_  -  on _  _ .Qfl. _ 


Date  op  Ccmmitthe  Approval  0.- 
Annual  Progress  Report  pro  ; 


Study  Objective :  Determine  efficacy  of  AZQ  in  treatment  of  locally  advanced  or  ex¬ 
tensive  cancer  of  the  lung  other  than  small  cell.  Provide  data  regarding  toxicity  of  AZQ. 

IFch.1  ; C/.L  Approach ;  a2q  3Qmgm/m2iv  intially.  If  on  Day  7-14  (after  1st.  dose  of  AZQ) 
there  is  no  significant  -myelosuppression  second  and  subsquent  3  wfcs.  cycles  will  be 

35mgm2rv _ 

Progress  Dj.R ! t,0  FY^S2 :  this  protocol  was  closed  9-81.  During  the  time  period  for  pt. 
entry,  a  total  of  10  patients  were  entered,  to  date  all  have  expired.  9  patients  averaged 
approximately  5  month,  survival  form  dx  to  ex.  this  is  a  finalized  report. 


flu-ScR  Or  Subjects  Studied: 

FY-82:  0  Total  (to  date):  to 


Before  Completion  o.-  Study:  Ci.»scp 


ScRicus/Unexpscteo  Side  Effects  in  Subjects  Participating  in  Project(if  none  so  sta  :)■ 
NONE 


Conclusions: 


Group  wide  experience  was  that  the  drug  had  some  activity  but  we 
did  not  see  any. 


Publications  or  Abstracts.  FY-82: 


17  C 


NONE 


Start  j.\s  Date:  9/18/80 


Pate  c?  Collet  io.v 


Associate  It!vEsncAToa(s) 


CoA'CL^jjO- ;3 :  expect  6  patients  to  be  entered  in  1  year. 


Publications  or  Abstracts.  FY-82: 


Study  Objective,  continyed:  various  studies  with  response  frequency 
and  remission  duration  in  order  to  indentify  subgrous  of  ALL. 

Technical  Approach,  continued:  fication,  maintenance,  and  pro¬ 
phylactic  CNS  rx  regime  A  -  6  mp  200  mg/m2/d  x  5  Mtx,  7.5  mg/ 
m2/d  x  5,  regimen  B  -  DNR  45  mgm/m2/IV  x  3,  AR *  -C  100  mgm/m2  x  7. 


tv.::  10-2-82  i  Uis  a  r 

1587  I  Sr-  r;:o:  Uw.h  X  h:*. 

Si7.<r  :.U  1'a  ft :  J.Q-5Q. 

IV-!£  (  ro— 10-83 

Key  ( Chemotherapy- 

■  Adjuvant  Breast 

T:tl'.  frCsj'CT:  CALGB  # 

Breast  Carcinoma. 

8082  -  Surgical  Adjuvant  Chemotherapy  of  Stage  II 

?T T r (<iv?.sriC-ATca':.> : 

Raymond  B.  Weiss .  M.D. 

Associate  ! ■ . . r s r t c a rcr>. (s): 

r sc  !l :  ty :  !">rc 

I  r^r-G/c:  Hematalogy/ Oncology  -  Dept.  Of  Med. 

Accu:.f_Af:v5  ‘hCO'-oc  Cost: 

1  Accusative  Cuit-act  Cor:  j  Aco.-m-'.t : vs  Supply  Cost: 

.  -Q 

i  o  !  o 

I  I  - 


- 0- 


r-vcr  Cc;t:  $:v:Y  Ccst- 

-0 -  -  0- -  !  _£Efi_l5J98? 


“L-  l-i J.;  to  compare  efficacy  of  2  different  CMFUP  regimens  with  or  without 
Adr.tMmy cin  in  treatment  of  Breast  Cancer.  To  determine  axillary  node  ,  menopause 
.and  estrogen  receptor  statuses  in  survival. _ _ 

Reg  1  :  CMFUP  monthly  / 

Reg  2:  CMFUP  q  6  weeks  /  with  or  without  later  Adriamycin 


5  ’ .  3  FT  ;2:  To  date  a  total  of  17  patients  have  been  entered  All 

are  still  without  evidence  of  disease. 


*•'  v../JvJ_Cl3  0  .  L>0  ,  CjJ  J 


13 


Total  (to  hat: ) : 


17 


P^FO'-'-  fr.WlcTiC..  0r  Sr.  -yCALGB  -30° 

'  .  ^  Yj-WRAMG-  -  30 


..':T:C.i:/U'.;CJrCT£'  S.US  Er-SCIS  If!  SuEJECTS  F'AT'IC .TAT LTCi  IN  RlC JEC T ( I f  I.0:.£  SO  STATE): 

NONE 


Study  is  open  and  actively  securing  patients.  Too  soon  to  formulate 

conclusions. 


f.  :w!CAr;;:.s  o.?  Abstracts.  FY-S2: 

NONE 


172 


10-2-82  '  :  '  .  1588  X 

1-81  6-84 

Localized  small  cell  carcinoma  of  the.  lung.  .  _ 

•  CALGB  it  8083  -  Localized  Small  Cell  Carcinoma  Of  The  Lung. 

A  Phase  II  Study.  Simultaneous  Chemotherapy  and  Radiotherapy  VS.  Sequential  Therapy 
(Chemo therapy ,  Radiotherapy,  Chemotherapy  )  VS.  Chemotherapy  Alone. 

Raymond  B.  Weiss,  M.D  .  . . 

I  Hematalogy /Oncology-  Dept.  Of  Med. 

i  **  i ' ;  . 

o  .  _  ; _  o  o 

FEB  2  5  1983 

.  -  To  test  whether  chemotherapy  and  radiation  to  primary  tumor  and 
mediastinum  is  superior  to  chemotherapy  alone  in  patients  with  limited  small  cell 
lung  cancer.  .  .  . .  ..  ..  .  _ _ 

-■  Regimen  1:  Vincristine  1.4mg/m2/IV  -Cytoxan  100mg/m2  IV  - 
VP  -16  80mg/m2  -  Radiation  RX  to  Primary  Tumor  +CNS 

To  date  only  8  patients  have  been  entered.  3  are  in  complete 
remission.  3  are  in  partial  remission,  and  2  have  refused  further  therapy,  and 
have  been  taken  off  protocol.  _  .  ...  . .  .  . . . __ 


Severe  Myelosuppression  with  chemotherapy  following  radiotherapy. 

WRAMC  experience  indicates  good  rates  of  remission  with  above  listed 
therapy.  Toxicity  from  this  can  however,  be  prohibitive. 


?  73 


NONE 


Date:  10/2/82  '..'osk  L\it  Ho.:  1589 


Starting  Date:  11-8Q 


Key  Cisplatin  £n  patients 


Status:  Interim  Fi  ;:al 


Date  cf  ConplcTicn: 


Title  cf  Project: 


CALGB:#  8078  -  Cisplatin  in  patients  with  Gastric  Cancer. 
A  phase  II  study. 


r  ,  „  ,  .  Raymond  B.  Weiss,  M.D. 

Principal  Investigator^):  3  _ _  * 


Associate  InvestigatorCs) : 


Facility: 


De?T/Svc: 


Accumulative  i£DCAS£  Cost: 


FY -83  rSCO'iSt:  Contract  Cost:  Supply  Cost:  Date  c."  Committee  iaproval  Of 

fin  op  qq  Annual  Progress  Report  FEB  ?■  5  198? 


— Study  anti-tumor  activity  of  single  agent  therapy  in  advanced 
unsesectable  or  metastatic  Gastric  Adenocarcinoma. 


THchmical  Approach:  Cls  _  platinum  75mg/m2/IV  g  3  weeks 


Pp.cgp - pj_Pv7J •  jQ  PY..82:  Protocol  closed  1982.  Only  one  patient  had  been  entered 
while  study  was  active,  pt.  expired  3  months  later.  This  is  a  finalized 


flurtSER  of  S'J3jects  Studied: 

FY— 82 :  0  Total  (to  date):  1 


Before  Completion  of  Study: 


closed 


Serious/U.'ie.xaected  Side  Effects  in  S-J3jects  Part icipat ins  in  PrcjectCif  none  so  state): 

_ Significant  nausea  and  vomiting. 

Conclusions:  ~ 
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Pat;:  10/l/8a  IteK  !>;:t  ?,‘o.: 

Starting  Date:  4/81 


_ I  Siatus:  ?*tcp.  ;m  x _ Fir:*.  _ 

Date  Or  Copplet  i  on : 


fey  >><os:  Refactory  Adult  Acute  Lymphoblas tic  Leukemia _ _ 

Title  cp  Project:  CALGB : #  8173  -  Treatment  of  Refractory  Adult  Lymphoblastic 
Leukemia  with  Vincristine  ,  Prednisone  plus  Tandem  L-Asparaginase/  Methotrexate  and 
Cytosine  arabinoside/6-thioguanine. _ 

PRINCIPAL  Iv/ESriCArqR's):  Raymond.  B.  Weiss  r  M.D. _ 

Associate  U‘\esucATcr>(s) : _ _ _ _ 

Facility:  jjRfflC _ _ D;?r/Svc:  Hematolo gv/  Oncology-  Dept. Of  Med. 

Acolnulat i ve  rcDCASE  Cost:  [  Accumllativc  Contract  Cost:  i  Acc-.v.a:  tvs  Supply  Cost-. 


FY-83  r£CCAS£:  Contract  Cost:  Supply  Cost: 

- OO-  - 00 -  - 00 - 


Date  c?  Cc.viirrc"  Approval  Or 

hlh UAL  PROGRESS  P,EP3.RT  CpR  0 


Stuoy  Objective:  to  establish  probable  remission  for  previously  treated  ALL 
who  are  in  repaspe.  To  test  L-Asp/MTX  in  addition  to  Ara-C  and  6MP. 

CH- :  Induction  =  Vincristine,  Prednisone,  MTX  adn  L-Asparaginase  at  ml: 
9aintance  *=  Methotrexate  and  L-  Asparaginase. 


Prcopc Dupii.g  FY  82:  j,j0patlents  entered  during  81-  _  ^  patient 


entered  82 


fiurtSEP  Or  Subjects  Studied: 

FY-82:  f  Total  (to  date):  1 


Before  Collet; on  op  Study:  75 


ScRlOUS/t), '(EXPECTED  SiDE  EpPECTS  IN  SUBJECTS  PARTICIPATING  IN  PROJECT^?  LDN-  SO  STA~- )  ; 

NONE 

Conclusions:  To  early  for  conclusion  on  1  patient  entered.  We  expect  to  enter 
4-5  patient  per  year  in  this  very  promising  Modality. 


Publications  c.r  Abstracts.  FY-82 : 
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Cats:  10/2/82  l,'s»  Cnit  tb.\  1592 _ j~SrATUs: _ Interim _ F X 

Start  ir.J  Da  re:  4/81  Date  cf  Cork  cticn:  12/81 


Key S^ojs:  Advanced  un resectable  recurrent  Renal  Cell  Cancer. 


Title  cf  Project:  CALGB:  8172:  A  phase  II  study  for  advanced  unresectable  or 
recurrent  Renal  cell  Carcinoma  with  Spiro germanium  . 


Associate  Investigators): 


Facility:  _ _ Dspr/Svc:  Hematology/Oncology-  Dept. Of  Med. 


Accumulative  nEOCASh  Ccsr:  Accumulative  Contract  Cost:  Accumulative  Supply  Cost: 

00  _  00  00 


FY-S3  rICCASt:  Contract  Cost:  Supply  Cost:  Date  of  Committee  Approval  Of 

oo  _ 00  00  Annual  Progress  Repost  FEB  2  5  1 


Stuoy  objective :  Evaluate  anti-tumor  activity  of  single  agent  for  advanced 
unresectable  or  metastatic  adenocarcinoma  of  Kidney  . 


Technical  Approach:  sporogeranium  80mg/m2/  IV  good  for  3  dosesx  2  weeks,  then 
80  mg/m2/  Iv  2x  weeks  /2  weeks,  then  80  mg/m2/  Iv  Weekly. 

fe OOP ESS  Curing  FY-82:  WR£21C  ,  never  enrolled  any  patients  on  this  study. 
Protocol  is  now  cAosed  as  of  12/81.  This  is  a  finalized  report. 


f!uM3£p  of  Subjects  Studied: 

FY-82: _ Total  (to  date): 


Before  Completion  of  Study: Closed 


Serious/Unexpected  Side  Effects  hi  Subjects  Papticipatiiio  in  Projector  cone  so  state): 


Conclusions  : 


No  data  accrued,  therefore  no  conclusions. 


Publications  op.  Abstracts.  FY-82: 
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Date:  10/2/82  Viay  &;t  Ko.:  1593 


StATUS:  !  NTE  a_IM_X _ L 


Startins  Date:  6/81 


Date  c.~  Collet icn: 


Key  IJ'SOS:  Recurrent  Metstatic  Breast  Carcinoma _ _ 

Title  Cr  Pp.OJ.iCT:  CALGB:8175  -  A  phase  II  trial  of  Aclacinomycin  -A  in  the 
treatment  of  Recurrent/Metstatic  Breast  Cancer  Refractory  ot  Conventional 
Cherpay . - - - - - 


Pn  INC l?AL  hiVESTlGATgaCs? :  Raytnnnd  R.  HelsS-y  iU 


ASSOC lATc  I.:V£STICATOP.(s): 


FACILITY:  VP.AMC  Dept/Svc:  Hematoloev/Oncoloev  -  Dept.  Of  Med. 

Accumulate  fcCCASc  Cost: 

j  Accumulative  Contract  Cost: 

Accumulative  Supply  Cost: 

00 

FY-85  r£gC/vSH:  Contr^  Cost:  Supplest: 

Date  c? 
Annual 

Committee  Approval  Of 

Progress  Report  pf  p  o  s,  ■ 

Study  Object ive:  evaluate  anti-tumor  activity  of  single  agent  therapy  in 
treatment  of  inoperable  advanced  or  recurrent  carcinoma  of  the  Breast 

fail  ing  conventional  therapy - - — 

TECHNICAL  Approach:  Deptending  on  performance  score  and  extent  of  prior  treat 
ment  ,  Aclacinomycia  100mg/m2  or  80mg/m2/IV  g  3  weeks. 

Progress  Curing  FY-82:  To  date  only  3  patients  have  been  entered  on  this  study. 
All  had  progressive  disease,  1  has  expired,  the  remaining  2  are  alive  with 

disease. _ _ 

flUi-Sed  Or  $U3JICVS  STUDIED: 

FY-82:  0  Total  (to  date):  3 _  Before  Comple hcm  cf  Study:  25 


SERtOUS/Ul'iiXPECTED  SiDE  EFFECTS  IN  SUBJECTS  PARTICIPATING  HI  PpCJEC*(lF  NONE  SO  STATE': 

Transient  EKG  abnormalities,  Phlebitis. 

Conclusions: 

"  Data  too  sparse  to  make  any  conclusions. 


Publications  or  Abstracts.  FY-82: 


NONE 
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Pvr£:  10-2-82  1,'oy  Chit  Ha. 

Start  i:.a  Date:  4-81 _ 


1594 


Status:  .We  _ 

6-82 


X 


Path  Cr  Collet i cm 


Key  A ZO  in  patients  with.  previously  Created  Myeloma - - - 

Title  ch  Project:  CALGB;  #  3376  _  AZq  in  treatment  of  patients  with  previously 

treated  Myeloma. 


r  t  Raymond  B.  Weiss,  M.D, 

Principal  IwssnoAroa's):  7  _ _ 


Asscc IATg  !r!VHSTtCATOR(s): 


Facility:  V?.AMC 


De,°t/Svc:  Hematology/  Oncology  -  Dept.  Of  Med . 


Accumulativs  in CCAS£  Cost: 
JKL 


Accunulative  Contract  Cost: 
_ CLQ_ 


FY-83  jv£ECAS£:  Contract  Cost:  Supply  Cost: 
_ QQ—  _ QS—  - 00 - 


T 


Accumulative  Supply  Cost: 
_ QQ _ 


Date  of  Committee  Approval  Of 
Annual  Progress  Report  F£E__2jL19R1 


Study  Objective:  Evaluate  single  agent  for  activity  in  previously  treated 
patients  with  Multiple  Myeloma. 

TEchm ; cal  Approach :  AZq  30-mg/m2/IV  g  3  weeks,  if  no  immunosuppression  on 
day  14:  AZQ  35tng/m2/IV. 

Progress  C'jr imp  FY-S2:  no  patient  were  ever  entered  on  this  study.  Study  closed. 
This  is  a  finalized  report. 

fU'SER  0?  $'J3JECT3  STUDIED: 


FY-82: 


Total  (to  date) : 


Before  Ccmplet  ion  of  Study  :rir.gPri 


Serious/Ui'!Ex3=cted  Side  Effects  in  Su3jects  Participating  in  Project(if  cone  so  state): 

none 


CONCLUSIONS: 


None 


Publications  cr  Abstracts.  FY-82: 

NONE 
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Date:  10/2/82  I  Cnit  f ,*o . ;  1595 


Status:  iurciiiH  x  F:;:a-. 


Starting  Date: 


m 


Date  of  Collet  ion: 


Key  toos:  ADC  in  patients  with  advanced  or  recurrent  Colon  or  Rectal  Cancer 
Title  cf  Project:  CALGB:/A  8179  :  Anthracenedicarboxaldehyde  (ADC)  in  patients 
with  advanced  or  Recurrent  Colon  or  Rectal  Cancer. 


Principal  fcvssrfgAroaCs):  Raymond  B. Weiss.  :■  .D. 


Associate  IovesticatcoCs): 


Facility:  IIRAnC  Dept/Syc:  Hematology-  Oncology  -Dept. Of  Med. 

Accumulative  rcCCASE  Cost; 

00 

AcCLYIULAT I V;  CONTRACT  COST:  ACCU'W. AT [ VS  SjPPLY  COST: 

0Q  0Q 

FY-85  i'ELChSE:  Contract  Cost.-  Supply  Cost; 

00  00  0Q 

Date  of  Ccv.mitte;  Approval  Cf 

Annual  Progress  Report  FEB  2  5  ;cqr 

-  ■■  ■-  ■■  -  - - — 

StoOy _l 3 JcCT i \ E ■  Evaluate  single  agent  chemotherapy  in  advanced  non-  resect¬ 
able  or  metastatic  Adenocarcinoma  of  Colon  as  Rectum. 


technical  Approach: 

ADC  26Qmgm/m2/IV  g  3  weeks.  If  no  immunosuppression  on 
day  14,  ADC  280 mgm/m2/IV. 


ft.c  jR__s  Du..Ji.j  FA.  this  protocol  was  closed  11/81.  6  patients  have  been 

entered  at  WRAMC.  5  of  the  6  have  expired. 1  of  the  6  is  alive  with  disease 
.and,  is  heTng  fallowed  off  post. — - - - - - 

14 _  t*. rl _ r>  _  - - * - * 


f!u«3sa  of  Subjects  SruoiEO: 


FY-82: 


0 


Total  (to  date): _ 6 


Before  Completion  of  Study:  closed 


Serious/Unex^ected  Side  Effects  in  Subjects  Participating  in  Pp.ojectCif  none  so  state): 


_ NONE _ 

Cqnclus IOiisADC  has  shown  little  if  any  efficacy  in  patients  with  advanced 
Colorectal  Cancer. 


Pu6UCAno.'is  or  Abstracts.  FY-82: 
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NONE 


Date:  iq-2-82  ifcy  I/.1: r  lb, :  159f 

Starting  Date:  2~81 


_ Status:  Imbuhm _ ^  Fi;:.v. 

Date  of  Couplet  iki;  6-85 


Key  ifcRJS:  Small  cell  carcinoma  of  Lun 


'  Title  Cr  Project:  CALGB  +  8084  Small  cell  carcinoma  of  the  lung  extensive  disease  a  cocif- 
parison  of  MACC  plus  warfarin  to  MEPA  alternating  with  MACC. 


Principal  IwGSTIGArcaCs):  Raymond  B.  Weiss.  M.D. 


Associate  Ilvesticatos(s):  _ 


Study  Objective:  Evaluate  whether  addition  of  warfarin  to  MACC  will  prolong  disease 

control.  Determine  if  alternating  combination  MEPII/MACC  will  prolong  disease  control, 
eval ua te  nuerophycin  levels  hefore  .  during,  and  after  chemotherapy. _ 

TKCHi'i ; cal.  Approach:  MACC  vs.  MACC  +warfarin  vs.  MEPH-MACC;  reg  1  :  Met^gtrexate  30mg/m2- 
IV,  Adriamycin  40mg/m2/IV,  Cytoxan  4Q0mg/m2/IV,  CCNU  30mg/m2/P0.  Reg  2:  same  as  regimen  1 
+  warfarin  sodium.  Reg:  3  Mitomycin-C  Img/m2/IV  f  Cisplatin  50mg/m2/IV.  VP-16  40mg/m2/IV 
Progress  Curing  FY-S2:  To  date  only  9  patients  have  been  entered.  Of  these  9  patients, 

6  have  expired,  the  remaining  3  patients  are  in  good  PR's  and  possibly  in  CR. 


f!uM3=r!  of  Subjects  Studied: 

FY-82 :  3  Total  (to  date) : 


Before  Completion  op  Study:  75 


Sericus/Unexpected  Side  Effects  in  Subjects  Participating  in  Projector  home  so  state): 

NONE 

Court  usfCus: 

— - '  WRAMC  experience  is  about  33%  success  in  acheiving  good  remission 

with  the  above  listed  chemo.  regimens. 


Publications  op.  Abstracts.  FY-82: 
NONE 
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Date:  10/2/82  I  Ifay  fait  fb. :  1597 
STASTK.3  OaT£:  5/81 


Status:  i  k  rt  >?  :m 


Date  of  Coy-let  i 


Key  I^ros: 


Title  cf  Project:  CALGB  #  8174  -  Azridinylb enzoquinone  in  the  treatment  of 
patients  with  refactory  Acute  Myelocytic  Leukemia  in  adults. 


Principal  I f  west  I  gator  (s):  Raymond  B.  Weiss,  M.D. _ _ _ 


Associate  FkvestigatosCs): 


Stuoy  Objective:  Eval-uate  anti-  Leukemic  activity  of  single  agent  or  combination 
chemotherapy  in  treatment  of  refractory  adult  AML. 


TEchu ; cal  Approach: 


AZQ  24mg/m2/dx7  as  induction 
AZQ  24mg/m2/dx5  as  maintance 


PROSaeap  Cup.ii.G  PA'S2:  No  patients  were  ever  entered  on  this  study  at  WRAMC, 
This  protocol  was  closed  12/81.  This  is  a  finalizi^ed  report. 


Hui'Ssa  Or  $ij3jects  Studied: 

FY-82 j _ ® Total  (to  cate): _ 0 


Befop.e  Ccmpls t  i c.'!  o.:  Study :  closed 


SiRlOUS/l'.lS&cCTED  Sl-Dc  EFFECTS  I.'l  S'J3J;CT5  PARTICIPATING  IT!  P.R0J£CT(lF  LONE  SO  STATE): 
NONE 


CoTiCL'Jajgns:  No  conclusionsas  no  data  was  gathered  . 


Publications  c.r  Abstracts.  FV-82: 
NOne 


1598 


X 


~l  “'10-2-82 


3-82 


?s: •»_  DHAD.  .-.Liver  Cancer 

"r  r  r:  CALGB#  8178  -DHAD  - 
Liver  Cancer. 


.  _3-83. 


In  Batients  with  Advanced  Primary 


Raymond  R.  Weiss,  M.D. 


Hematology/Oncology  -Dept.  Of  Med. 


_ _ Ct _ L . . Q _ I....  . _.Q _ 

0  ....  .  ..Q  ..  .  Q_  ....  i  i  '  k-b-'T  PEB’  2  5  l$81 

j;;.  To  determine,  efficacy  of  DHAD  in  patients  with,  resectable 

or  metastatic  primary  liver  cancer. 


DHAD  12mg/m2  IV  q  3  weeks. 


JJ  '/i  \  ~  -•  1  patient  entered.  Had  2  cycles  of  drug  and  showed  no 

response  .  Is  alive  with  progressive  disease. 


:  j  j- , 

NONE 


NONE 


Archives  Int.  Med.  Oct.  82  (in  press) 
Michael  Hurwitz,  M.D.  M.C. 
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wt'V'isrfmpcr^ 


*<rnr 


Mr 


10-2-82  .  1599  X_  ' 

2-82  ■-  .  :  2-83  _ 

Refractory  Hodgkins  Disease 

‘  CALGB  if  8171  -  Treatment  of  Refractory  Hodgkins  Disease 

Resistance  to  Standard  Chemotherapy. 


fv -•  ‘ '  ■  ■’ •'  -Raymond  JL-Wfeiss ,  ,H.D 


_ [  :j Heaatalogy/Onco logy  —  Dept.  Of  Med. 


S:  .;r  :~r.j  :  to  develop  a  non-cross  resistance  combination  of  cytotoxic 

agents  active  in  advanced,  previously  treated  Refractory  Hodgkins  Disease. 


-  26  -60mg/m2  IV  day  1-  Cisplatin  40mg/m2  IV  day  1- 
Hexamethylmelamine  100mg/m2  po  day  2-8  and  Prednisone  32mg/m2  po  day  2-8. 

-Repeated-  q  -21  days...  _ _ _  _ _  _ _ _ _ _ _ _ _ 

To  date  1  patient  has  been  entered,  had  no  reaction  to 

therapy. 


10-2-82  ...  .  1500-82  -  X 

10-81  _  .  .  ...  _ 

ARA-C  L.  Aspariginase  .Acute  Myelocytic  Leukemia 

If.--  "  f  ’  .  CALGB#  8121  -  A  Comparative  Study  Of  High  Dose  ARA-C  Alone  or 
Given  Sequentially  With  L-Asparaginase  for  Remission  Induction  in  Patients  With 
.AML  Af  ter _Failure_.or  In  _Relaspe. _ 


—  .  Raymond  B.  Weiss,  M.D. . . 


7/j  .  Hematalogy /Oncology  -Dept.  Of  Med. 


'  0 


'FEB  2  5  iggq 


To  determine  efficacy  of  high  dose  ARA-C  with  our  without 
L-Aspariginase  for  remission  induction  in  patients  with.  AML  refractory  to 

, 'A  A  .  .  .!'■  I  1st,  line  therapy. I 
Reg  1:  ARA-C  3gm/m2  IV  +  L-Asp.  6000  IV  /M2  IM 
-Reg.  2:.  ARA-C  3gm/m2  IV _ _ _ _  _ _ 

!_  To  date  6  previously  treated  AML  patients  have  been  entered 

3  of  the  patients  newer  achieved  remission  and  have  since  expired.  2  of  the  Pt  s 

did_achieve  remission  and  are  alive  and  still  being  treated  according  to  Protocol/ 


• "  '' ;  f  1  Pt.  relasped  but  is  alive.  [ 


....  CALGB- 200 
'  -WRAMe  -  10 


-  NONE 


Data  too  sparse  to  formulate  any  conclusions.  Low  patient 
accural  to  date. 


NONE 


10-2-82  j  :  1501-S2 

S r,v-: i  I’.-nu  2-82 

.  ■> L:  .ATC  _  -  .  Carcinoma.  Lung - 

Tins  c."  t:  CALGB  #8141  -  Phase  II  trial  Anthracenadicarboxaldehyde 
IS.  Advanced  Carcinoma  of  the  Lung  Other  Than  Small  Cell. 


fp  :v. 

i 1 !  •  xi i  . •-*  J'  * 

Raymond  R.  Ifeigs,  H..D ...  .  . _. 

Ajoc.'satc 

l;:v(*sT!0.v.ctt(*»): 

Facility: 

i  Ct?r/Svc:  Hematology/  Oncology  - 

Dept.  Of  Med. 

A.CC  U-.LtAT 

rv.T'-rcc  f-'-r- 
!•:  i  ‘■.jix...  a-’.  | 

i  Acccliativ'c  Co:;f.»Acr  Cost:  I  Acc.-vh.ativ 

o:;-Ti_y  Cost: 

.JO _ 


-0- 


rY-35  r'rCA SE:  Cost:  Sv.-f.'  C„-jr: 

— O—  — 0- -  —0 - 


~z2;z  chc-y.  r;:r.  Avacvr.  0- 

EEfljg  5 


Sru'jv  ‘J".  j  X  t  :  To  determine  the  efficacy  of  ADC  in  locally  advanced  and  or 

metastatic  lung  cancer  other  than  small  cell. 


ft rvnov?i: 


ADC  260mg/n2  IV  q  21  days. 


j.'Ijd'DriLPVrJ.'i’.  ?  L.-’.j  6  patients  have  been  entered  too  date.  2  pts.  had  progressive 
disease  and  have  expired.  1  pt.  refused  further  RX.  -1  pt.  has  stable  disease 
_l_p t . _fias_pragc.es.slve r  but  is  alive, .  1. . pt.,  wiasr  jus t_ put,. on  study  97.92. 


o*  St-jsi-d: 


FY-£2: _ 6 _  Total  (q  n.vr?>: _ 6_ _ Cc.*>x«-- 

S'.r.cui/L'.'.tX’.-citO  3i::c  f.r.-=c. r-a  i . »  « • -crs  fv. r  ic .  ri::., 

Phlebitis  in  vessell  where  IV  Drug  was.  infused. 
Co.'ICL'JjlOo: 

~  Data  too  sparse  for  conclusion  at  this  time. 


3  ■ sed 


iDiUCAr;::! 


/asr^Acr;.  f 


rv. -> . 


NONE 


1 85 


r  ;  10-2-82 

Sr  AT;  f:A  re: 


if  •  J  _1502-82 _ Isj.'ML-'i.J'vi'lfjL.X _ Firy, 

9- SI _ _  _  _  P/.'f  Coyicno:;:  9-83 


J_-  j_.  :  ■_  i__Ady?_nce.d _2.r  Da.currant  MaLas_C<ii iv._-IelsiLQTOa. _ 

Title  ct  ;:'.Cj£CT:  CALGB  ft  8143  -  Vinblastine  ,  Dacarbazine,  andCisplatin  in 
The  Treatment  Of  Advanced  Or  Recurrent  Metastatic  Melanoma. 


liJL-L'-Is:'.  J.!‘.viTT i^ArcH^V.  Raymond  B.  Weiss-.M.D. 
Apscc-aTc  l;;vEsric.;T-:a's): _ _ _ 


Facility:  KWC 

Dc?f/S‘/c:  Hematalogy/Oncology  -Dept. Of  Med. 

Acclallav  tv=  ir.CCA3£  Coir: 

0 

Accii' t v£  Cc.nroAcr  Coer: 

0 

ACCUMULATIVE  Slwly  Coot: 

0 

FY-33  r'SCAot:  Co.nr.vcr  Cost:  Sj.^ly  Cost: 

.  Q  Q_  _Q  ... 

U»  o 

_ 

Cc  v!  i  rrre  A???. ova:  o.-- 
F’rslsess  Re  port  Ft  8  2  5  tqoT 

StlOi-  Ol:.)-;cr to  establish  tolerability  of  VDP,  to  establish  CR  or  Pr  fre¬ 
quencies  in  p.-iients  with  advanced  Melanoma  treated  with.  VDP. 


r" lii* Tl'4:  nil ;  Vinblastine  5  mg/m2  IV  day  1  and  2 

Dacarbazine  150mg/m2  IV  day  1-2-and  3 
- - - —Cisplatin.  HOaglal.  IV ..day.  Jt _ _ _ _ _ _ 

P. L±l:S  patients  have  been  entered.  3  of  the  5  had  no  response 
to  therapy  and  progressed.  2  of  the  5  have  shown  good  PR  and  are  still  being 
.treated. every  month. _  _ 

objects  SvtCua: 


FV-32:  5 


Total  (to  _ _ Refor;  Co.'^i.ETiC.'!  o.-  Stl'Oy:  60 


1  r» i c* ; s/i.v.= «.■*= ttsED  S:oi  lasers  ,•*<  Sc'jects  tV.Tictfv.rina  in  P.tcje c . ( i f  ;:o.\£  so  stat<=)- 

NONE 


NONE 


fit.  ..rv. 


to  f. 


FY-S2: 


NONE 
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10-2-82 


1503-82 


X 


.  10-81  :  10-84 

Superfractionation  Radic therapy  -  Small  Cell  Lung 


'*  ' ' CALGB#  8177  -  Superf ractionation  Radiotherapy  and  Chmeotherapy 

for  Patients  with  Small  Cell  Carcinoma  of  the  Lung  Who  Fail  Locally  after 
Chemotherapy  on  CALGB  _8£L83 _ _ _ _ 


LvV-ll  -Raymond  J...  „ -  - 


•  ;? r/S 'C :  Hematalogy/Oncology  -  Dept.  Of  Med. 

/ccim\ati*<s  *c«CACZ  Cos::  j 

0  1 

I'.'i  C.:-r: 

Q 

0 

n-'ij  Cc: ; ; -!».•. :r  CciT: 

Q  0 

{  C:; r : 

Q 

C\,:  c? 

l.ihtjr  L 

fu L.-.r  FEB  2  5  mi 

- 

_ _  __  __  __ _ i 

- -  — -  .  . 

Stlvy  Os.’-cnv.':  to  determine  the  tolerability  of  Superfractionation  Radiotherapy 
on  patients  with  limited  small  cell  carcinoma  of  the  lung. 


1  -'M-  Radiation  RX.  to  tumor.  Mediastinum,  and  supraclavicular 

areas,  30  treatments  in  3  weeks  ( 2  A  day)  chemotherapy  of  MTX,  Adria,CCNU, 

_a.n<l CyLtoxan ... _  _ _ _ _ _ _ _ 

c  •  -  -  -  -  ’■  j. 


NONE 


NONE 

NONE 


& . 


c 


28 


f 


NONE 
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X 


10-2-82  "  .  1504-82 

2-82  .  .  2-83 


Bisantrene  -  Breast  Cancer 


r  CALGB  if  8142-  Phase  II  Trial  of  Anthracenedicarboxaldehyde 

for  Advanced  Breast  Cancer  . 


Raymond  B .  Weiss ,  MJD. 


ZCf’ii:  C;:.rv  :r  f  3  •_  •  C 

_.Q _  _ 0. _  _ 0._.  _ 


Hematology/Oncology  -  Dept. Of  Med. 


FEB  2.5  1983 


;  —  tjvf  :  to  evaluate  efficacy  of  ADC  for  significant  anti- tumor  activity 
in  ffie  treatment  of  inoperable  ,  advanced  or  recurrent  carcinoma  of  the  breast. 

>  **  _  ^  _ 

J  ' . ADC  260mg/m2  IV  q  21  days. 


■  A.  .'  .A.:-'  So  far  only  2  patients  have  been  entered  ,  1  had  progression 
after  2  doses,  the  other  has  only  been  on  study  1  month. 


fv-c?:  2 


r.fF.i 


20 


NONE 


Cr  : ■ 


Data  too  sparsefoc  formulation  of  any  conclusions. 


NONE 
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10-2-82 


1506-82 


X 


8-82  S-85  . 

Hodgkins  Disease  -MOPP, ABVD  . .  .  _  _ 

Vi'  :  CALGB//  8251  -  Treatment  Of  Advanced  Hodgkins  Disease:  A  Random¬ 

ized  Phase  III  Trial  Comparing  MOPP  VS  ABVD  VS  MOPP  Alternating  with  ABVD 


..Raymond  B...  Weist>»  M.D„. 


r  Z\-  :  i'  7:  -i  ■ 

0 


t  :  Rematalogy  /  Oncology  -Dept.  Of  Med . 


'  ~  c~ 


-  r- 


00 


v :  l  •  '  i 

00 


rFEB_2.5_.1983 - 


To  compare  efficacy  and  toxicity  of  3  treatment  regimens  for 
patients  with  stage  III2A  and  IV  hodgkins  Disease. 

T- -  .  V  Regimen  1:  MOPP  every  28  days  -  Regimen  2:  ABVD  every  28  days. 

Regimen  III  -  MOPP  every  28  days  alternating  with  ABVD  the  next  28  days. 

V  ‘  To  date  only  3  patients  have  been  entered. 


NONE 


y  CALGB  300 
JZWTfigC  12 


>1  -  v  None  at  this  time.  Too  early  for  data  accumulation  and 

interpretation. 


NONE 
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■■■■  hmmumui 


Date:  10-2-82  toy  Unit  No, :  1627 

Start  ujs  Date:  1974 


Pate  cf  Collet  ion: 


r-Ra-i  x  Firui, 
Clsoed  2/16/78 


Key  V&ros:  Carcinoma  of  Lung. _ _ _ _ _ _ _ 

Title  CF  Project:  WRAMC  it  7404  -  Immunologic'l  evaluation  and  immunotherapy 
of  patients  with  carcinoma  of  the  Lung. 


Pr inc ipal  Investigator's) : 

_ Raymond  R.  WeTss. 

M.D. 

Associate  Investigators): 

Facility:  U3ANC 

I  Dert/S'/C:  Hematology/  Oncology  ,  Dept.  Of  Med. 

Accu.'in_ATivE  rg^CASE  Cost: 

Accumulative  Contract  Cost: 

00 

Accumulative  Supply  Cost: 

00 

FY-83  KEECASE:  Contract  Cost:  Supply  Cost: 

OO  op _  QQ 

Date  of  Ccknittcc  Approval  Of. 

Annual  Progress  Report  FEB  2  5  198" 

1  ...  .  . 

Study  u3J=CT1V£:  To  determine  therapeutic  efficacy  of  BCG  given  by  scaref ication  to 
patients  with  lung  carcinoma.  To  determine  if  allogenic  tumor  cells  benefit.  Correla- 

rfnn-nf  -in— vivo— aad-iwixra— cellular . lamunUy  with,  clinical  status.  _ 

TLchm ; cal  Approach :  Stage  1  CM  patients  were  randomized  between  B.CG,  tumor  cells  and 
BCG  of  follow-up  alone.  Stage  11-dehulked  surgically  received  received  radiotherapy  5000 
rads  pigs  randomization  va-^ak&ve «_£hey  also  received,  cvtoxan  500mg/m2  Methotrexate  40mg/ 
Pp.OOREES  Duping  FY-82:  [iv  +  Tincristine  2,0mg  IV  day  1-8  -928D. _ 

Protocol  closed  since  2/79.  All  stage  B  patients  have  expired.  The  stage  A  patients  (7) 
are  either  off  study  due  to  the  logistics  of  following  them  off  post  or  are  lost  to  foil 

Ku-aea  of  Subjects  Studied:  [~Pp~^~together _ 

None  glosed 

FT -82:  O  Total  (to  date):  a  I _  Before  Completion  of  Study: 


o\ 


Serious /Unexpected  Side  Effects  in  Subjects  Participating  ih  Project! if  none  so  stats): 

no  serious  /unexpected  side  effects. 


Co.':1"1  U  3 !  0:'.'  S :  _  , 

* — ’ - '  Immunotherapy  appears  to  be  of  minimal  value  in  prolonging  life  span 

periods  of  remission  in  patients  with  lung  cancer. 


i 


r, _  ......... _ ^ _  rv  r  1 


Date  10/ 2/ 32  to*  Unit  No.: 

1628 

Status:  Interim  Fimal  - 

Start un  Date:  19 

Date  of  Cor^-LcTioN:  10/82 

Key  toos:  Carcinoma  of  the 

Large  Bowel 

Title  cf  Project:  WRAMC:#  7466 

-  Chemoimmunotherapy  of  Carcinoma  of  the  Large 
Bowel 

Principal  l:r/gsTiCATsa(s):  gaycood  S  Wais^y-dUI 
Associate  InvestigatorCs): _ 


Facility:  KW!C 

|  Dept/Svc:  Hematology/ 

Oncoloev  -  Dent. Of  Med. 

Accianulat  (ve  rEDCASE  Cost: 

00 

Accumulative  Carr rac t  Cost: 

00 

Accumulative  Supply  Cost: 

00 

FY-85  rECCASE:  Contract  Cost:  Supply  Cost: 

00  CD  00 

Date  a-  Committee  Approval  Of 

Annual  Progress  Report  FEB  2  5  19fj 

Study  Objective:  To  investigate  the  therapeutic  officacy  of  BCG  hy  dermal 
acarfication  in.  patients  with,  carcinoma  of  the  Colon  or  Rectum  when 

comb- i Bed  wi-t-h  -j-Fli  eomb-i-natioa-  with,  5— RU/  -MECCNU^- - — - ________ 

TEcn.'i-c/i.  Approach:  patients  are  classified  according  to  Duke's  C  classifi¬ 

cation:  Type  II  CStage  B  )  -  extension  into  hut  not  through  muscularis. 

CSTage  B2T  -  extentsion  to  or  through  serosa:  negative  nodes.  Ill  CStage  Cl-^ 

PfioS •? FY  S2.  Th£s  study  closed  to  patient  entry  May  1978.  Total  of 
20  patients  entered  to  date  all  have  expired  or  are  lost  to  follow-up. 

Or  Su3jic t s  Studio: 

FY-32:  ^  TOTAL  (to  PATc):  20 _  BEFORE  E  T  i  ON  OF  Stu-OY  :  Closed 


SeRIOUS/UnEXRECTED  SlDE  E.FFECTS  IN  $J3JECTS  P/\RT  1C  lf>.\T  W!0  If!  P.TOJEC :(  I  -  t:OM  SO  STATE/: 
NONE  _  _ 

Co  ■'.'-LVocL5 '• 

Will  be  analyzed  for  publication  in  1983. 

5  year  survival  information. 


PusLiCAnofis  ci  Abstracts.  FY-S2: 

Technical  Approach,  continued:  limited  to  serosa;  positive  nodes. 

IV  -  Locally  metastatic  disease  beyond  lymphatics,  the  bulk  of 
which  can  be  removed,  but  with  some  tumor  remaining,  cannot  tolerate 
surgery.  Tumor  of  such  size,  or  fixed  so  that  surgery  would  not 
be  undertaken,  V  (stage  D)  distance  me t a s t a t ae s e s  . 
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a 


Bb 


Tamoxifen,  Fluoxymes  terone  ,  Me  tastatic  Breast  Cancer 


i:r.  -  ••  WRAMC  if  7408  -  Compa_ative  trial  of  Tamoxifan  and 

Fluoxymes terone  plus  Tamoxifen  in  Metastatic  Breast  Cancer. 


.  Raymond .  B , . . tteias 


-  cIl'.tv:  _ _ _  _  j  &?>i"T>yr;  Hnmatalogy  /Oncology  -Dept. OF  Med. 


t-r- 


FY-,5 


.osr: 


|  Accf.-r.^vj.vi  Cc:;t 

!  o 


riV£ 


. L. 


r.v.:r  Cost:  Sv.»:-tr 

0  0 


,  f c?  C<..-.'!:T7f2  Of 

!  /-..lU;-.  :\iPZ  -.r  PFR  <>  c 


Response  rates  and  durations  will  tie  compared  to  assess  the 
relative  therapeutic  benefit  of  the  two  regimens. 


Regimen  A  :  Tamoxifen  2mg/m2/  po  bid. 

Regimen  B:  Fluoxymes terone  7  mg/m2  po  bid  and  Tamoxifen 
-pa  bid - 


1  ‘ • . i.r_ LT -Ui — i ■  -L! — i'2:'  Study  haa  been  closed  this  year.  Of  the  patients  previously 

t  evaluahle,  and  all  the  others  have 


entered  4  are  lost  to  follow-up,  2  areno 
progressed. _ 

■■■•  0  T--.,  r-v  40 


i  t 


. . .  w  0  -•—20 - 


_ NONE _ _ _  _ 

------  Pending  completion  of  review. 


tv."; 

I  >  .  _ 


NONE 
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. 

i' ' ' - :  m-?-82 _ L X__  16.49 _  .... _ L:'L _ 

S.v.r,  !•■•.;  r~rt:  1976  _ _ f;X T  '■'jXL'X  : _ 1981  _ 

■  £v  il.-jj; :  Prostatic  Chemoxmmunathexapjy  _ _ _ _  _ 

i:r_L  >  f< :—CT:WRAMC  #  7602  -  Chemiommunatherapy  of  ProstaCic  Carcinoma 


: >:S , 


Raymond  B.  Weiss. M.D. 


Associate  !;.vssncAro;;' :) : 


Facility-.  !';.-r'C 


1  P;?r/S,'c:  Hematalogy/On-cology  -  Dept.  Of  Med. 


Acctxr_Ai  ivi  i-xCG-u:  Cczr: 


AcciTVAATivi  Cc:;r-r.cr  Co;.t:  !  /.cc'yw.ATiv*  Supply  Coot: 

-0 _ 1 _ Q_ 


FY-35  r.X." j-1:  Ci.Y.r-’A-T  Coot:  S.  t-.y  Cost:  !  D\r;  r?  CcisirTrc  Or 

_o —  •— o -  ~ o -  j  ,'*£p-sr  _£EBl2l5_j983 

— — — -T to  study  the  efficacy  of  the  combination  of  Cyclophosphamide 
and  5—  •'  Flourouacil  with,  and  w.j.thout_KCG  immuno therapy  in  the.  treatment 
of_advanced_Stage.I)  Carcinoma  of  the  Prostale. _ _ 

Cyclophosphamide  1QQQ  -mg/m2  IV  day  1  ~5~Flourouracil  6QQ  mg/m2  IV  on  days  land  8. 
h. i  FfX:  20  patients  have  been  awcumlated .  Assigned  reviewer  (below) 
did  not  complete  evaluation  prior  to  departing  service  in  FY  81. 


"  X:.:c  :3  Sruo;  O: 


FY-S2:  a 


ToTU.  (TO  DAT;): 


2Q 


BCFO^S  COutTiC''  C-  SriiCY:  20 


trrr'.TS  !M  ;CT3  r'/.’.T  1 T 'r.'.TI.YT  Jr:  PtOJOC'i  (  :F  30  STAY:'); 

NONE 


r />'■/->  r*vj^  •, 

Fending  completion  of  review 


filYLICATiC-.*:.?  Ci  /SS*.»ACTC.  FV-fJ: 


NONE 

Technical  Approach,  (continued):  this  cycle  to  be  repeated 
every  28  days.  Addendum  # 1  changed  the  BCG  vaccine  to  the 
Pasteur  strain,  2  -  8  x  10/8  viable  units. 
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Igz :  10- 2-82 . .  1658 

Sw."V.S-.\5:  1977 


X 

19S4 


:  Prostata  Carcinoma _ ....  .  _  . .  ..  _  _  ... _ 

HV..L  .-i e„.X'~:  WRAMC  #  7702  -  Adjuvant  Chemotherapy  Of  Prostate  Carcinoma 
with  Adriamycin  and  Cis-Diantminedichoroplatinum  11. 


‘ s : : :-a Raymond  B_._ Weis.Sj.M..!). _ 

.AiX'iA-s  i  LVc  srO  3  ) :  _  _  _ 


j_!':?r/Svc:  Heraatalogy  /Oncology  -  Dept.  Of  Med. 


p _ _  _  ..  __  u- /** 

0 

nCCJ/t’CLAT fVi  C-r.T. 

;  0 

•ACT  Cost  : 

i  /‘CCv'.'.i  ' T i V £  Sjr>IV:  COST: 

1  0 

FY-83  i-Kj-Zi:  Co* pact  Cost:  S: jjt-ly  Cost: 

0  0  0 

1  /'..  MiJ;' 

cr  Cc.-’i ’ rre  C 

•L  Pto  icts  Pepcpt  EEB  2  5  1983 

— 

1 

- - - - -  - 

SToO/  O.'c  ic  r  [  v= :  To  compare  the  efficacy  of  radiation  therapy  alcne  versus  the 
ITdmbTnatiorTof  radiation  theapy  plus  chemotherapy  in  the  treatment  of  patients 
with,  operatfvely  staged  and  hi 3 r.nlogically  proven  stage  D1  Prostatic  Carcinoma . 

Ti~CH.it cal  fr-paoyH:  Regimen  A-  Whole  pelvic  irradiation  to  a  total  dose  of  4600  -rads, 
with  an  additional  2000  rads  to  the  prostate  bed.  Regimen  B:  Radiation  therapy  as 
aRove  AflTianycin  60mg/m2  IV  day  1  every  28  days~.Cis~Platinum  60  mg/m2IV  day  1- below 
(TCj~-cs  L’."!!;:t  PY-S2:  No  patients  entered  for  FY  81. 

2  patients  entered  previously. 


Skiers  SiuoicU: 

F'/-£2:  0 _  Total  (to  iu'£h _ }_ _ c:fo?.=  CcM^LsTio:!  o.:  Stl:vj_ 


•  £3  Si’Os  LrrrCTS  !.i  Sc3.' -CIS  f.'ATjf .  |  r»  P.:0J~.Ci(!F  i-'J'.i  SO  STATf): 

NONE 


iSis: 


Clsoe  study  because  of  poor  patients  accural. 


f i-’-.i  , ‘ '.c i  j /  FY't.'i 

NONE 

Technical  Approach:  (continued)  28  days.  Addendum  If  1  increased 
type  of  patients  eligible  for  this  protocol.  Addendum  If 2  modified 
administration  of  CIS-Platinum  to  decrease  toxic  side  effects. 
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Date:  10/  2/ S2 

|  Wosk  Unit  !h.:  1665 

STATuoj  IhTCRIH _ Fi.NRu _ X _ 

Starting  Date: 

1977  .  Jn-[L£e_ 

Collet  ion:  10/ 82 

k'cv  Woods-  Gastrointestintestinal  Tumors 

Title  cf  Project:  WRAMC: #  7706  -  Treatment  of  Refractory  Gastrointestinal 
tumors  with  Chlorambucil  and  Methotrexate. 

Principal  [.'.vF-STIC-atcr's) : 
Associate  Investigators) : 
Facility:  VP.AvC 


Raymond  R-  Haiss.,  M.D. 


Dept/Svc:  Hematology/  ONcology  -  Dept. OF  MED. 


Accuw-ATIve  ^DCASc  Cost: 


Accumulat i ve  Contract  Cost: 
OQ 


FY-83  rSCCASt:  Contract  Cost:  Supply  Cost: 
00  _Q0 _  OQ 


Accunulat iv=  Supply  Cost: 

00 


Date  op  Cct-http:  Approval  Cp 
Annual  Progress  Repc.pt  FEB  2  5  1933 


Study  OBJECTIVE:  To  test  the  therapeutic  efficacy  of  Chlorambucil  and 
Methotrexate  in.  patients  with  advanced  Gastroinestinal  tumors. 


technical.  Approach:  chioroambucil  6.0  mg/m2  days  1-14  -Methotrexate  10mg/m2  days- 
l_4_8-12  Cdo)  this  course  is  repeated  every  28  days.  For  patients  who  have  has 
JZ  rhemn therapy  or  radiotherapy cycle 
Progress  Curing  FY-S?  WRAMC  has  entered  no  patients  on  this  stvdy  during  the 
past  year.  We  can  obtain  no  further  information  on  previously  entered  patients 

ag  they  are  pT ther  dead  or  lost  to  follow-up.  Study  was  closed  10/82. _ 

KutScP  0?  Su3JTC(S  Studied:  [  This  is  a  finalized  report.  [ 

FY-82 :  0 _  Total,  (to  date) :  ^ _ Before  Completion  op  Study ;  C'*'0 se<^ 

ScP.icus/UnexpectcD  Side  Efeects  in  Subjects  Participating  hi  ProjectCif  none  so  state): 

NONE 


Conclusions: 


NONE  AT  THIS  TIME:  STUDY  IS  CLOSED. 


Publications  or  Abstracts.  FY-S2: 
NONE 
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Date:  10/2/82 

I  !.’ay  i'.TT  Ho. :  1666 

Status:  Iktebim  Final  J 

Starting  Date: 

1978 

Date  c f  1 

Cgypietion:  m/si 

Key  i.'cYOS: 

Immunotherapy 

Title  CF  Project:  -jraMC  7801  -  Protocol  for  immunologies 1  evaluation, 
and  phase  I  of  inmuno therapy  of  patients  with  various  Carcinomas. 


Principal  [iiVF.stic-atcp's'1  :  Raymond  3.  Weiss.  M.J. 


ASSOCIATE  IwESTIGATSa(s): 


Facility:  KRGaC  Dept/Svc:  Hematology  /  Oncology  -Dept.  Of  Med 

Accumulative  rcDCASc  Cost: 

00 

Accu-mjativc  Contract  Cost:  Accumulative  Supply  Cost: 

00  00 

FY-83  rZDCASE:  Com tract  Cost:  Supply  Cost: 

00  00  Q0 

Date  c-  Cc-V'IiTTEe  A? p.rcyal  (k 
hm ual  Progress  Report  FfcB  2  5  1983 

St'JOY  Objective:  To  pea  m  detailed  immune  evaluation  in  patients  with,  tumor 
present  and  tumor  entirely  resected,  following  immunization,  with  C.  Parvum  -SEE 

TECHi'iiCAL  Approach:  As  per  outlined  submitted  for  FY  80  and  detailed  in  original* 
protocol. 

PROGRESS  Curing  TY-S2 :  Study  closed  10-81.  At  this  time  ,all  patients  placed  on  this 
portocol  have  expired.  This  is  a  finalized  report. 


Or  S!J3JECT$  Studied: 

FY-82 :  o  Total  (to  date)j _ j _  Before  Completicm  of  Stlgyj_Cj_c  £e£l 

Sericus/Uuexpecteo  Side  Effects  in  $U3J:C t$  Participating  hi  PrcjectOf  lone  so  state): 

NONE 


CoNCL'JSiO’iS: 


Data  too  sparse  and  patient  follow-up  too  poor  to  formulate  any 


conclusions  protocol  is  closed  and  no  further  data  will  be  forth  coming. 


Puslicat  {C.ts  c.r  Ass  tracts.  FY-82: 

NONE 

Study  Objective:  (continued)  inan  attempt  to  ascertain 

changes  in  cytotoxicity  induced  by  immune  agents,  and  to 
determine  if  immune  depression  in  cancer  patients  can  be 
reversed. 
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SiirCY  •  :CT. :  To  evaluate  response  rates,  mean  to  duration  of  response  and  survival 
in  2  patients  populations  with  Breast  Cancer. 

Regimen  1  :BCNU,  Cytoxan,  Vincristine,  Methotrexate 
Regimen  2:  BCNU,  Vincristine,  Methotrexate 

t<""-  -Z-' ;  :'-o2 :  NONE  -  Study  is  closed  an  no  patients  are  being  followed. 


f;  SriOisu): 

FY-’o: _ Q _  Total  (to  pat;):  14 _ Before  Cc.-i.-_e  no.':  o.:  Stloy:  14 


S  ;,:o-j3/l.;-v>Tcr£o  S:r.£  Effects  n  Slsjicts  Patticipa.-i.-.g  m  Project (if  ;,o:.£  so  stats): 

NONE 


C~'  '  -0 3  ;  is  : 

NONE 


fc.i.:  CAT  I  c:  jSTMcts.  FY-S2: 

NONE 
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Date:  10/2/82)  Way  fair  Ko, : 

Star  i  i  vs  Date:  1979 _ 

Key  U'cvQS:  Cancer  of  Colon 


1671 


[^Status: _ fWiilLil 


Fxr  y. 


Date  of  Collet  i  o.v. 


Title  CF  PROJECT :  WRAMC : if  7901  -  Adjuvant  Antiplatelet  Therapy  for  Duke's  B2 
or  C  Cancer  of  the  Colon. 


Principal  Iv/ssrieAroaCs):  Raymond  B. Weiss,  M.D. 


ASSCC I  ATS  I  f!V£  ST  I  GATOR  (  S  )  : 


Facility:  KRAoC 

Dept/Svc: hematology/  Oncology  -Dept. of  Med. 

Accumulative  rcDCASE  Cost: 

_ QQ _ 

Accumulative  Contract  Cost: 

00 

Accumulative  Supply  Cost: 

DO 

FY-85  t'£CD\S£:  Con  tract  Cost:  Supply  Cost: 

_ QQ_  00  00 

Date  of 
Annual  1 

Committee  Approval  Of 

Progress  Report  ppR  9  c  ,eo. 

Study  Objective:  The  aim  of  this  study  is  to  seek  evidence  for  an  increase  in  the 
Disease-free  period  (or  survival)  in  patients  with  Duke's  "B2"  or  "C"  Colorectal 
Cancer  ..who  are,  tree  ted.. for  prolonged.. .periods  with  a  platelet  inhibitory  agent-aspirin 
TSCWiiCAL  Approach:  a  coagulation  screen  ,  factor  VIII  complex.  Salicylate  level 
and  platelet  function  tests  (aggregation  and  -membrane  analysis)  will  be  done  prior 
to  .treatment  and  one  month  post  treatment.  The  patients  will  then  be  followed  -  belo 
Progress  During  FY--S2:  ...  .  .  .  ... 

- - —  Slow  accural .  with  only. 11  patients  entered  to  date,  follow¬ 
up  adequate  on  10  of  these.  One  patient  died  of  progressive  disease  and  one 

has  advanced  progressive  disease  but  is  still  living. No  Toxicity  reported  in  the 
f!<JT'3=R  Or  Sj3JECTS  Studied  .-[past  year.  Study  Closed  10/81-  2/11  have  expired-8/U  have 
~  T  [  stable  (disease  and  1/11  is  lost  to  follow-up. 

rY-b2j_Q_ _  Iotal  (ro  date):  n  Before  Completion  of  Study:  closed 


Serious/Unexpected  S;ce  Ejects  in  Subjects  Participating  in  PrcjectCif  none  so  state): 
NONE 


Co.-.CL'J j t_g  ns :  xnadquate  number  of  entries  and  follow-up  interval  for  assesment. 


PUBLICATIONS  OR  ABSTRACTS.  FY-S2 : 

NONE 

Technical  Approach:  (continued)  according  to  the  protocol 
with  subsequent  coagulation  studies  at  4-month  intervals  or 
whenever  bleeding  or  Thrombosis  appears. 
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Date  :  i  n  /  ->  /  a  n 

Work  Unit  No.:  tatr 

Status:  Interim  X 

Pika*. 

Start  ills  Date: 

5/79 

Date  of  Completion: 

Key  VbRDS:  TwHi-nlar  Cancer  Staee 

I _ and _ II 

Title  Cr  Pp.oject:  TC  -  179  -  "reatment  of  Stage  I/II  Testicular 
Vinblastine,  Actinomycin  ,  Cyclophosphamide,  Bleomycin,  and 
Testicular  Cancef  Intergroup  Studv. 

carcinoma  with 
Cis-Platinum. 

P-Rd-ciral  l;r/E$riQAroa(s): 
Associate  Idvestigatcr(s) ; 


Raymond  B.  Weiss .M.D. 


Facility:  WWiC 


Dept/Svc:  Hematology/  Oncology  -  Dept.  Of  Med. 


Acciwulat Ive  fTEDCASE  Cost: 
QO 


Accu/idlat t vs  Contract  Cost: 
00 


FY-83  KECCASE:  Contract  Cost:  Supply  Cost: 

00  00  QO _ 


Accumulative  Supply  Cost: 
00  • 


DATE  OF  CoriMITTcE  APPROVAL  Or 
Annual  Progress  Report  FEB  2  5- 10^3 


STUDY  OBJECTIVE:  1.  Compare  the  disease  -free  survival  and  overall  survival  for 
"surgery  alone  versus  surgery  plus  early  adjuvant  chemotherapy  in  patients 
with  resectable  Stage  II  testicular  Carcinoma.  2.  To  registar  and  follow  _OVER 

TtCRri ; cal  Approach :  All  stage  I  patients  will  be  registered  then  followed  by 
monthly  markers  and  chest  X-rays  for  1  year  and  then  every  2  months  for 
another  year.  All  Stage  II  patients  will  be  randomized  to  no  adjuvant  -  see  back 


Progress  Cup  ins  FY-S2:  To  date  15  patients  have  been  entered.  5  patients  are 
Stage  I  and  4  have  now  completed  their  2  year  period  of  observation,  and, 
__are  wi.tb.Q-nL.-d.  is  ease.,  IQ.  patj.-entg_ar&JLLa°&  II  ,and  of  those,  3  who  were  -oner 

Number  of  subjects  studied  : 

FY-S2 ; _ i _  Total  (to  date):  15  Before  Completion  or  Study :  200 


S--Rir>jsAI.'iix?cCT£o  Side  cfrects  in  Subjects  Participating  iu  Project(if  none  so  state): 


NONE 

Cc 3 lO’ts:  It  appears  that  for  those  patients  with  stage  II  .Disease  , 
adjuvant  chemotherapy  is  necessary  in  order  to  prevent  the  possibility 
of  progressive  disease. 


PuBuiCAnorts  c.r  Abstracts.  FY-S2: 

None 
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Study  Objectives  .'patients  with,  no.n-s.- minoma  ,  non-  Choriocarcinoma 
Stage  I  testicular  cancer  to  define  prognostic  variables  which  may 
predict  recurrence  in  th_is  stage  group. 

3.  To  define  differences  in  disease  free  rates  and  patterns  of  recurrence 
based  on  histologic  subtypes. 

4.  Evaluate  role  of  marker  substances  I.E.  ,BHCG,  AFP,  And  LDH  in  the 
early  detection  and  management  of  recurrences. 

5.  Evaluate  accuracy  of  Lymphangio grams  ,  CT  scans  ,  and  ultrasound  stu¬ 
dies  for  staging  of  retroperitameal  nodal  involvement. 


Tech;  Approach  cont'd.  :  chemotherapy  or  to  adjuvant  chemotherapy. 
Those  receiving  adjuvant  chemotherapy  will  receive  Cytoxan,  Actino- 
mycin.  Vinblastine  on  day  11  Bleomycin  on  days  1  through  6  ,  and  last¬ 
ly,  Cis-Platinum  on  day  7.  This  cycle  of  therapy  will  be  repeated  at 
28  days.  Two  cycles  only  will  be  given  then  follow-up  monthly  for  one 
year,,  then  Bi-monthly  for  the  next  year. 


Progress  cont'd:  randomozed  to  no  adjuvant  chemotherapy,  sub- 
squently  developed  prigressive  disease  and  according  to  proto¬ 
col  were  started  on  adjuvant  chemopherapy .  the  remaining  6  stage  II 
patients  were  randomized  to  adjuvant  chemotherapy, have  complete- 
ed  their  chemotherapy  ,  and  are  currently  being  followed  here  •.  or 
off  post,  they  are  all  well  and  free  of  disease. 
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]>c!lLl£U2l&Z. 


ItesK  Unit  ‘in , : 


_ 162&- 


[Sl  ATUS’.  I  HTi  nt  * 


F  i 


~4£~ 


STAPTi.'.J  P-’.Tc: 

Key  w'sfos: 


1978 


Date  c?  Co-<-t.cTin:i: 


10/81 


Adriamy cin  j _ Indocyanine.  Green 


Title  O  Project:  WRAMC  ■■  7808A  :  Effect  of  Inodcvanine  Green  Clear ence 
on  Plasma  levels  of  Adriamycin 


PRINCIPAL  Iv/i-snOATca's):  Raymond  B.  Neiss,  M.D. 

Associate  InvesticatcpCs): _ 


Facility:  V.3.-MC 


D-?r/Svc-  Hematology/  Oncology  -Dept.  Of  Med. 


Accumulative  r'ECCASc  Cost: 
00 


Accumllat i ve  Cents act  Cost: 
00 


FY-S3  r£ECAS£:  Contract  Cost:  Supply  Cost: 
00  00  0 _ _ 


Accumulative  Supply  Cost: 

00 


Date  c?  Co  viit.'ec  Approval  Op 
annual  Ptccp.es s  Repost 


Study  Objective:  Correlate  Indocyanine  Green  (ICG)  Clearence  in  each  patient 
with  plasma  levels  of  Adriamycin. 

TECA'i ■. CAL  ApPr-o^s.  indocyanine  Green  clearence  obtained  prior  to  first  adminis¬ 
tration  of  Adriamycin.  A  total  of  50^Indocyanine^analyses  should ^allow^f or  all 

Progress  PcsjiTS  FV-S?pro i-nf-ol  closed  to  patient  entry.  Accural  rate  was  vexy  slow  due 
to  fact  that  only  patients  with,  liver  disease  who  received  Adriamycin  were  eligi- 
ble.  To  date  15  pts1  were  entered  at  TfRAMC.  All  experienced  progressive  disease 
flurtfSES  OP  S'JBJECiS  Studied;  [  and  have  since  expired.  No  further  patienSs  entered  FY82 

[  This  is,  a  finilazed  r^poryt.^ 

^  ?  wtr  DfTc) : 1 


FY-S2:  y  n 


Tors 


rfr°4  'tX-psj  g  T  i  C,-;  C7  Study  7  C  I^gTcT 


Sericus/U.nexpected  Sice  Effects  m  Subjects  Participatics  in  Psoject(ip  done  so  state): 


_ NONE _ _ 

Co. .CL Jj .o.i?.  patient  accurai  too  low,  disease  status  too  progressive  to  formulate 
any  difinitive  conclusions.  Porotcol  is  closed  to  entry  and  more  data  is  not 
forth-coming.  No  conclusion  can  be  drawn  from  this  study. 


PuSLlCATIO.'IS  CP  A33TRACTS,  FY-82: 

NONE 
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Hate:  10/2/82  j  U*ijT  Ka. 


STAsn:.c  Date 


Date  of  Co’Pi.cti 


c/?=.  /Aa?QACn:Special  diagnostics  will  place  Hepatic  Artery  catheter  via  axillary 
artery  and  hepatic  vein  catheter  via  f emoralvein.  Patient  is  sent  to  nuclear  roedi 
cine  for  99  mrc  sulfur  co Iliad  influs ion, into  the,  hepatic  artery  to  evaluate,  intial 

Prgj^zjj  additic'nal  patients  entere  in  FY  82.  Study  was  closed  10/82. 

This  is  a  finilazed  report. 


fiu.'3-Ef?  Or  Subjects  Studied: 

FY-S2:  0 _  Total  (to  date) : _ 2 


Before  Ccmplst  iou  of  Siu:<?;fosed 


SeriousAI.'iexeected  Side  Effects  hi  Subjects  Participating  hi  Ppoject(if  home  sc  stat-): 

NONE 

Conclusions:  Not  enough  patients  entered,  without  further  accural  study  being 
closed. 


PUBLICATIONS  OR  ABSTRACTS.  FY~S2 : 

NONE 

Study  Objective:  (continued)  toxicity.  To  evaluate  radiouclide 
scan,  angiogram,  and  liver-spleen  seen  as  parameters  of  liver 
dysfunction. 

Technical  Approach:  (continued)  cat herer  placement  and  hepatic 
blood  flow  distribution. 
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Date:  10/ 2/ 82 _ |  I'oa*  U'itT  fb.:  167& 

Start k.b  Date :  8/28/ 81 


Status: 


Interim  y 


PT.mac 


Pate  cf  Cg^iction: 


l', 


.nEV  ViCfQS: 


Title  Cr  Project HIRAMC : if  7904  -  Evaluation  of  Carcineembroyonic  Antigen  and 
Second  Look  Surgery  in  Colon  Carcinoma. 


Principal  L'.vcsTiCAT.ca';) :  Raymond  B.  Weiss,  M.D. 


ASSOCIATE  If!VeSTICATOa(s)  ■ 


Facility: 


Dept/Svc:  Hematology/ Oncology  —Dept. Of  Med. 


Accumulative  rcCCASc  Ccsr: 
_ .00 _ 


ACCUMULATIVE  Cc. 'TRACT  COST: 

00 


Accumulative  Supply  Cost: 
00 


FY-33  i\£CCA$£:  Contract  Cost:  Supply  Cost: 
.  .00  _ _ QQ _  00 


Date  0?  Commutes  Approval  0a 
Annual  Progress  Report  ?  F 


Stujy  Objective:  Evaluate  Serial  serum  C&A  levels  and  second  look  exploratory 
Laporatomy  as  a  method  of  detecting  recurrent  disease  early. 


TECHiTSCAL  Appro ’,c.h:  Patients  at  high  risk  of  recurrence  following  surgery  for 
Colorectal  Carcinoma  are  followed  by  clinical  exam,  routine  blood  chemistries, 
and  CEA  every  3  months.  VTnen  CEA  rises  complete  re-evaluation  for  recurrence  ,  (below 

fo— 1^- Alllc.'Y.-fi-lj •  Total  of  18  patients  entered  before  Protocol  closure  10/81 
2  pts.  have  had  pd  and  have  expired.  2  pts.  underwent  exploratory  Laporatomy. 


flUi'36,1  Or  Subjects  Sruoiso: 


FY-82 : 


1 8 

Total  (to  date): 


Eefop.e  Completion  0.-  Study:  c^ose<^ 


Sericus/Utiexpecteo  Si d=  Effects  in  Subjects  Participating  i.n  Project^?  ;:d,ne  so  state): 


_ NONE _ _ _ ; _ 

CONCLUSIONS:  Inadequate  follow-up  ti  me  and  number  of  entries  to  analyze 
data. 


Publications  op  Abstracts  -  FY-S2: 

NONE 


Technical  Approach:  (continued)  including  Paparotomv  is  under¬ 
taken  to  determine  respectability  of  recurrence. 
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Date:  10-2-82  j&y  i.'-mt  No.-.  1677 _ f Status :  Iutchim _ Ol-rL  '£ 

Start i:.3  Date: 9/25/79 _ Pate  c~  Collet  ion- _ 198 2_ _ 

Key  V'0?js :  Acute  Leukemia _ _ _ _ _ 

Title  CF  Project:  57RAMC  ?/  7905-  Therapy  of  Acute  Leukemia  with  low  dose  Adriamycin 
infusion. 


Pri?;ci?al  IwEsncATcaCs) : 
Associate  I f ; vg sr i c a rcr* ( s T : 
Facility:  KWC 


Facility:  VP.AvC _ |  Eept/Suc:  Hematology  /Oncology  -  Dept.  Of  Med . 

Accumulative  i-SDCASc  Ccsr:  Accumulative  Ccmtract  Cost;  Accumulative  Supply  Cost: 

_ 00 _ _ _ OQ _ _ j _ _ _ 00 _ _ 

FY-83  KECCASE:  Contract  Cost:  Supply  Cost:  Date  op  Cc- -mitt  ft  Appf/w.  a- 

0-0=  00  QO  Annual  Peg  tress  Report  ;  -  -  " 


Study  Objective  To  determine  if  kinetic  alteration  of  the  admins tration  of  Adriamycin 
would  change  it's  efficacy  in  advanced  Leukemia  patients  previously  failing  Anthra- 
cv  dine  therapy _ _ _ _ 1_ _ _ _ 6 

tSchnical  Approach:  TRN  dose  infusions  of  Adriamycon  lQmg/m2/day  x  10d  with  possi 
possible  escalation  if  tolerated.  With  measurement  of  Adriakinetics  and  cell  cycle 
kinetics  of  Leukemia  cells  hy  FATES _ _ _ __ 

ft/ulf' !$. . r L'jj :  Total  accural  of  5  patients  .  Study  closed  10-81.  No  further 
patient  accural.  To  date  all  5  pts.  have  expired,  this  ia  a  finalized  report. 

f JuTOetf  of  Subjects  Studied: 

FY-82:  0 _  Total,  (to  date): _ $ _ Before  Completion  c.-  Stloy:  MngpH 

Sericus/Unexpecteo  Side  Effects  in  Subjects  Participati.^  in  ProjectCif  none  sol:  ate): 

Severe  Mucositis 


Conclusions: 


Date  too  sparse-  no  conclusion. 


Publications  cr.  Abstracts .  FY-S2: 
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Date:  10/2/82 

Work  Unit  fto. :  1678 

Status:  Ikt-rifi  Fcial 

_ X 

Starting  Date: 

9/25/79 

Pate  cf 

Collet  ion:  10/ 82 

-fey.fcftDS:  Metastatic  Colo-RectaLCi 

irginoma. . 

WRAMC : ir  7914  -  Metastatic  Colo-Rectal  Carcinoma 


Principal  Iwssnc-ATsaCs 


David  J.  Perry,  M.D. 


Associate  1  f!v*£  st  i  gator  ( s ) : 


Facility:  V/RAMC 


D;?t/Svc:  Hematology/  Oncology  -  Dept. OF  med 


Accumulative  rcCCAS£  Cost; 
00 


Accumulative  Contract  Cost: 
00 


Accumulative  Supply  Cost: 

OQ 


FY-83  rSECASt:  Contract  Cost:  Supply  Cost: 

oo  _ 0£ _ oo  _ 


Date  of  Committee  Approval  Of 
Annual  Progress  Report  FEB  2  5  KP'' 


Study  Objective:  To  investigate  therapeutic  efficacy  of  Mof-Streptozotocin 
in  Advanced  measurable  Colo-Rectal  Carcinoma. 


TEch.t ■; cal  Approach:  5-Fouorouracil  3Q0mg/m2//IV  daily  for  5  consecutive  davs,  begin¬ 
ning  on  day  1.  Repeat  every  35  days.  Methyl  CCNU  30mg/m2  po  daily  for' 5  consect- 
ive  days  beginning  on  day  2.  Repeat  every  72  days.  Vincristine  lmg/IV  push  day 1 , ( b e 

PROGRESS  Puri  ISO  FY-S2:  Protocol  Closed  ,10/81.  53  patients  entered,  50  evaluable 
5  patients  alive,  48  patients  dead. 


fluttScft  of  Subjects  Studied: 

FY-82:  0  Total  (to  date):  53 _ 

Sericus/Unexpecteo  Side  Effects  im  Subjects  Participatiiig 
NONE 


Before  CovplET  ic::  of  Studyj_ _ 53 

in  Project' if  dole  so  state): 


2/50  (4%)  CR,  9/50  (18%)  PR  CR+  PR  =  22%.  Of  40  patients  previously 
untreated  with  chemotherapy  .10/40  (25&)  responded.  Median  duration  PR  122  days 
(42  -49o)  CR  169  +466  days.  Median  survival  responders  424  days.,  non-responders 
141  days (P=0. 03,, log  rank  .moderately  severe  toxicity.  About  the  same  response 
rate  and  more  toxic  than  5FU  alone.  Need  raiPdomized  study  to  better  assess 
efficacy. _ _ _ _ 

Publications  cr  Abstracts.  FY-S2: 


Submitted  for  publication  to  Journal  of  Clinical  Oncology 
Funds  needed  for  reprints.  250. 0Q  . 

Technical  Approach  :  (continued)  repeat  every  35  days.  Strepto- 
zotocin  500  mg/m2  IV  weekly  beginning  on  day  1.  Two  complete  courses 
should  be  given  to  fully  evaluate  efficacy  of  regimen.  If  there  is 
progression  of  measurable  disease  after  2  courses  or  any  time  there¬ 
after,  the  patient  is  removed  from  protocol  and  followed  for  survival 
inf o rma  t ion . 
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1679 


X 


Date:  10/2/82  ■  u  ,it 


no.: 


Status: 


Fir 


Start  i:.s  Date:  10-79 _ _ _ Date  c-f  Collet  iou: _ 10-r8.1 _ 

KEYjjgggS:  Melanoma,,  Colon  and  Gastric  Cancer _ 

Title  cf  Project:  wramc  .//  7907  _  Use  of  Methyl  CCNU  in  the  Treatment  of 

Melanoma>  Colon  ,  and  Gastric  Cancer 


PnujCigAL  IwssncAToa^s) . 


Raymond  B.  Weiss,  M.D. 


Associate  Iuvest icatop(s)  : 


Facility:  HRffiC 


Accumulative  fcDCASE  Cost: 
00 


.■--l{ccrirr  Jteroat gJUggv/rzQRCQ-j-Pgfc-r  _Dep_tr  -Of- -Med . 


Accumulative  Contract  Cost: 
00 


FY-83  r!i 


Contract  Cost:  SupplYqCost: 


Accumulative  Supply  Cost: 

00 


Date  c?  Cc-v-httec  Approval  0.- 
Annual  Progress  Report  FEB  2  5  1QR7 


Study  Objective :The  Nitrosoureas  CBCNU,  CCNU, Methyl  CCNU)  are  a  group  of  ration¬ 
ally  gyn TTipsTypH  anticancer  agents,  their  mechanism  of  action  is  unknown 
although  they,  possess  some  biologic  properties  of  alkylating  a.ents.  fSee  below.  ) 


TCchiucal  Approach:  Methyl  CCNU  (Serous tine):  20Q  mg/m2  po  every  6-8  weeks. 


Pp.ccr-^s  i/JR  1 ; ;C  F(  &2-  To  date  6  patients  have  been  entered.  3  have  expii'ed 
and  3  still  have  stable  disease.  Protocol  was  closed  10/81. 


flUKSEa  OF  &J3JECTS  SlUDicD: 

FY-82:  0 _  Total  (to  date)j _ £_ 


Before  Completion  cf  Study: 


Sepicus/IViexpecteo  Side  Effects  hi  Subjects  Participating  in  PpojectOf  ;:d.-.e  so  state); 
NONE 


Co.'iCL'JS  iq.'is : 


tory  to  other  agents 


Methyl  CCNU  has  some  efficacy  in  patients  previously  refrac- 


Puslicat ions  op.  Abstracts.  FY-S2; 

NONE 

Study  Objective:  (continued)  they  have  high  lipid  solubility 
and  are  known  to  cross  the  blood-brain  barrier.  They  are  highly 
active  cytotoxic  agents  in  a  number  of  animal  tumor  systems. 
Clinical  studies  with  Methyl  CCNU  have  been  ongoing  since  1971, 
Methyl  CCNU  has  shown  activity  as  a  single  agent  in  the  treatment 
Melanoma.  Minimal  activity  in  colon  and  gastric  cancer,  has  been 
seen  with  Methyl  CCNU  as  a  single  agent,  but  in  combination  with 
3 - F U  some  trials  reported  the  efficacy  is  increased. 
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Date:  10-2/32  Way  L'uit  ;.'d  L:  1680 _ 1  Siatus:  UrcRiH _ h ;:al  x _ 

Start  i  ns  Da  re:  10-79 _ Pate  cf  Co^ictic.t: _ in_a? _ _ _ 

Kfy  Words:  Islet  Cell  Ca rcinoma  o f  the  pancreas  and  Metastatic  Carcinoid. 
Title  CF  Project:  VIRAMC  ■/  7908  Use  of  Streptozotocin  in  the  treatment  of 
metastatic  Islet  cell  Carcin.  oma  of  the  pancreas  and  "metastatic  carcinoid. 


PiR INC  I  PAL  INVESTIGATORS):  Ravnrmd  R,  HelsS  ,  M.D 


Associate  tiiv£srrcAry;{£?: 


Facility:  VJP.AMC 

Dept/Svc:  hematology/  Oncology  -Dept.  Of  med 

Accumulative  fSDCASE  Cost: 

JXL 

Accumulative  Contract  Cost: 

_ Q£L 

Accumulative  Supply  Cost: 

00 

Ff-83  r£ECASS:  Contract  Cost:  Supply  Cost: 

00  000  00  j 

Date  of 
Annual  1 

Cc.'viittee  Approval  Of 

Progress  Report  f?-.  ■;  ■-  . . 

.  . 

Study  Objective:  Streptozotocin  has  shown  a  great  degree  of  effectiveness  in  met¬ 
astatic  Islet  Cell  carcinoma  of  the  Pancreas  and  metastatic  carcinoid.  Clinical 
'-7  -  ~ — — 17^; - — - - -SEE  he  low. 

:  Streptozotocin  is  available  tor  intravenous  administration  only. 

Both  a  five  day  intensive  course  regimen  and  a  weekly  regimen  have  been  widely 
- .erop hpY fed.  usjng__th is__d  r  ug .  with,  current  favor  given  to  a  schedule  of  500mg/m?  IV  over 
Progress  During  FY-S2:  Four  patients  were  listed  on  this  study.  All  havedied  while 

on  therapy,  no  f urtherpatiens  have  been  entered.  This  is  a  finalized  report. 


fidttSeft  Or  SUBJECTS  STUDIED: 

4 

FY-82: _  Total  (to  date)j _ Before  Completion  c.-  Study-  closed 

SericuvUnexphcteo  Side  Effects  in  Subjects  Participating  in  ProjectOf  cove  so  state): 

Significant  neausea  in  all  pateints.  One  patient  developed  severe 
Conclusions:  musositis. 


NONE 


Publications  or  Abstracts.  FY-S2: 

NONE 

Study  Objective :  (continued)  responses  have  been  reported  in 

patients  with  malignant  islet  cell  tumors.  S t r e p t o z o t oc  i  n  yields 

an  overall  response  rate  of  approximately  70%.  Even  if  an 
objective  response  does  not  occur. 

Technical  Approach :  (continued)  Bolus  dao ; u  x  5  everu  6  weals/ 
The  weekly  schedule  has  usually  been  1  mg/m2  x  4  weeks. 
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DISPOSITION  FORM 

For  um  of  this  form.  Mi  A  A  340-15.  th«  proponent  agency  is  TAGO. 

REFERENCE  OH  OFFICE  SYMBOL 

HSHL-MH 

SUBJECT 

WRAMC  -V  7  903 

Protocol  #1680 

TO  Dr  Timothy  M.  3oehm 

mom  Raymond  B,  Weiss 

0ATE  8  Oct  8  2 

CMT  1 

Chief,  Dept  of  Clin  Inv 


Med  /  One 


WRAMC  Protocol  #  7908  was  a  "convenience"  protocol  for  use  of  the  drug 
strepozocin  which  was  one  of  the  group  C  drugs  supplied  by  the  NCI.  This 
drug  has  now  been  approved  by  the  FDA  for  marketing  and  thus  there  is  no 
longer  any  need  for  a  protocol  #7908  is  now  officially  closed. 


RAYMOND  B.  WEISS 
Chief 

Section  of  Medical  Oncology 


Ticle  of  Protocol: 


WRAMC  #7908,  Use  of  Streptozotocin  in  the 
Treatment  of  Metastatic  Islet  Cell  Carcinoma 
(Group  C  Drug) . 


2oe 


DA  *ST&  2496 


MtVIOUt  (O'TlONS  MILL  M  USIO 


H 


Date:10-2-82  toy  fait  fa.:  1681 


Starting  Date:  10-79 


Status:  ! nteripi _ 

Date  of  Completion:  10-81 


hi: -A,.  X 


Key  iijRDS:  Leukemia  in  Adults  and  Children 


Title  cf  Project:  $  7909  -  Use  of  Danuomycin  in  the  treatment  of  ALL,  AML, 

ao.i  other  Leukemias  in  Adults  and  children. 


pRlfiCIRAL  Iw£STiCAT0a<s>:  Howard  Terebelo.  M.D. _ _ 

Associate  Investigates)  :  Raymond  B.  Wefgg-  M.D,  Chief  Medical  Oncology 


Facility:  ViRfflC 


Oj?r/Sv;#ematology /Oncology-  Dept.  Of  Med. 


Accumulative  rcDCASi  Cost: 
_0Q. 


Acojiiiaative  Contract  Cost: 

00 


FY-83  rfCCASS:  Contract  Cost: 
_ Q0_  _ 00 _ 


Surrey  Cost: 

_ QQ  .. 


Accumulative  Supply  Cost: 

00 


Date  o?  Co.-vt!Ttee  Arpr. oval  Or 
/innual  Progress  Report  Ffr  g  r  1QQ-] 


Stuoy  Object ive :  Danuomycin  is  known  by  several  other  names.  For  information  purposes 
they  include  Danuorubicine,  Rubidomycin,  C,  Cerutidine  and  NSC  82151. 


TECki ■  CAL  Approach ;  the  currently  recommended  dosage  of  Banuomycin  when  it  is  used  as 
a  single  agent  is  60mg/m2  day  1  IV  for  three  Days,  the  course  is  usually  repeated  at 
intervals  of  three  jo  six  weeks,  depending  on  the  status  of  bone  marrow  and  periphera 
faioatss  Curing  FY-82:  [counts..  [  prog:  6  patients  entered  in  1980-81  -  U  died / 

1  patient  is  too  early:  1  patient  is  alive  with  M2  marrow  (Partial  Response). 

Study  closed  10/81. Prior  to  it's  closure,  a  total  of  6  pts.  were  entered,  to  date  all 

- - - — [expired) 


tiutfSSA  Or  Subjects  Studied: 


[  this  Is  a  finalized  report. 


FY-82: 


Total  (to  date): _ 6 


Before  Cc*s»LSTicu  or  Study:  closed 


Serious/Uitexrected  Side  Effects  in  Subjects  Participating  in  Projector  mom:  so  statO  ■ 
NONE 


Conclusions:  This  agent  DNR  is  of  proven  efficacy  for  Acute  Leukemia.  It  provides 
availability  in  those  patents  refusing  or  ineligible  for  CALGB  studies. 


Publications  or.  Abstracts.  FY-82: 
NONE 
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Start ins  Date :  10-79 _ Rug  of  Collet  ion: _ 

Key  Words:  Acute  Granulocytic  Leukemia  in.  Adults  and  Children _ 

Title  cf  Project:  WRAMC  It  7910-  Use  of  5  azacytidine  in  the  treatment  of 
Acute  Graunlocytic  Leukemia  in  Adults  and  Children. 


Facility:  WRAYC 

Dept/Svc:  Eematolosn 

rl  Oncology  -Dept. Of  Med 

Accumulative  fcDCASE  Cost: 

00 _ 

Accumulative  Contract  Cost: 

_ QQ _ 

Accumulative  Supply  Cost: 

rtn 

FY-83  iv£ECA$£:  Contract  Cost:  Supply  Cost: 

QfL  _ QQ—  _ QO....- 

Date  of  Ccttiittee  Approval-!! f  _  . 
Annual  Progress  Report  riu  c  i 

Study  Objective:  At  tis  point  in  time  ,  5-azacytidine  has  demonstrated  clinical 
effectiveness  for  the.  induction  of  remission  in  Acute  Granulocytic  Leukemia  of 
Adulfco  and- -Children  previously  refractory  to  other  satiate  anXisLeukemia  drugs. 

TECHN ; CAL  Approach : [  Response,  rates  in  solid  tumors  and  other  types  of  Leukemia  haye 
See  Back-  [not  been  great  enough,  to  warrant  the  use  of  5-Azacytidine.  (below) 


Progs; $3  Curing  FY-~S7:  Mo  patients  entered.  Study  remains  open,  but  no  further  patients 
have  been  entered.  Both  of  the  patients  previously  entered  have  expired. 


flUMSeS  Or  SUBJECTS  STUDIED: 

FY-82:  0  Total  (to  date)j _ 2_ _  Eefors  Completion  of  Study: 


Sep.icus/Unexpecteo  Side  Effects  in  Subjects  Participating  in  Projector  none  so  statO: 
NONE 


C0'':.G'-Jj.3 10N3:  5-Azacy tidine  is  effective  in  30%  of  Leukemia,  no  response  documented 
in  2  patients  here.  It  remains  an  effective  agent  it  should  be  available  for 
refractory  patients. 


Publications  or  Abstracts.  FY-82: 

NONE 


Techlcal  Approach:  (continued)  150-200  mg/m2/day  intravenously 
for  5  days  as  a  rapid  injection.  This  drug  course  can  be  repeated 
every  day  14-15  days,  depending  upon  recovery  from  myelosuppres- 
sion  and  the  bone  marrow  findings. 
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Date:  10-2-82 

Work  Unit  (Jo.: 

1683 

Status:  Interim  Final  X 

Start i.\s  Date: 

10-79 

Date  c?  Completion;  IQ-8.2: 

Key  Words:  L- Asparaginase  in 

treatment  of  Leukemia  in  Adults  and  Children 

Title  Cr  Project:  WRAMC  if  7911  -  Use  of  L-  Asparaginase  in  the  treatment  of  Acute 
Lymphoblastic  Leukemia  in  Adults  and  Children 


Principal  I?IVESTIGATga(s>:  Howard  Tergal  n  ,  M.n 


Asscc  I  AT£  I  iiVeST  I  Gator  ( S ) :  Raymond  B.  Weiss.  MD.  Chief  of  Medical  Oncology 


Facility:  lflfflC 


Accumulative  MEOCASS  Cost: 

OQ  _ 


DsPT/Svc:  ffpgia ta lngv/ftigolQg-y— Dept.  Of  Med. 


Accumulative  Cc::tsact  Cost: 

OQ 


Accumulative  Supply  Cost: 
_ 53 _ 


FY-83  KECCASE: 
_ QfiL 


Contract  Cost: 

_ 03 _ 


Supply  Cost: 
QQ.  - 


Date  op  Committee  Approval  Of 
Annual  Procress  Report  FEB  2  5  1983 


Study  Objective:  Ervina  Cartovora  Asparaginase  is  an  antigenically  non-cross  re- 
ac tive  Asparaginase.  It  has  activity  comparable  to  that  of  the  E.  Coli  preparation 
in  both,  an-i^al  tumor  systems  and  In  human  ALL.  Compare  with.  E.Coli  Asparaginase  its 

TECHNICAL  Approach  £  toxicity  is  qualitatively  and  quantitatively  the  same.  Therefore 
[  this  drug  represents  an  alternative  to  E.  Coll  Asparaginase  in 
See  below.  [those  situations  where  repeat  coursed  therapy  are  required  or  where 
Progress  During  FY-8fesALler8ic  reactions  force  the  discontinuance  of  the  E.  Coli  prep- 

Taratlon. _ _ _ _ _  _ _ 

See  below. 


f'UMSSR  Or  S:J3JcCTS  STUDIED: 

FY-82:  0  Total  (to  date) :  0 _  Before  Completion  o.-  Study:  Closed 


Serious/Unexpected  Side  Effects  in  Subjects  Participating  in  Projector  ione  so  state): 

NONE 


COMCL'JS  IONS : 


NONE 


Publications  or  Abstracts.  FY-82: 

NONE 

Technical  Approach:  (continued)  In t ra venous ly  1,000  IU/m2  per  day 
x  10-20  days.  Intramuscularly  6,000  IU/m2  T.I.W.  x  3  weeks  (9  doses). 

Progress  During  FY-82:  No  patients  entered  at  WRAMC  since  this 

protocol  was  opened.  It  was  subsequently  closed  10/81.  This  is  a 

finalized  report. 
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Date:  10.2.82  Hoy  Unit  No. :  1684  _ I  Status:  [hterhi  Final  X _ 

SrA3nr.s  Date:  Oct.  79 _ Date  or  Collet  ion:  10/82 _ 

Key  Vaos:  Ovarian  Cancer _ _ _ _ _ 

Title  cf  Project.’  WRAMC  #  7912  -  Use  of  Hexameh tylmelamine  in  the  treatment 
of  Ovarian  Cancer. 

PiM?:Cl?AL  I;r/£STIGAToaCs)  :  Raymond.  B.  Weiss ,  M.D. - 

ASSOCIATE  lNV£STtGAT03(s): _  _ _ _ _ 

Facility:  K3ANC _  Dept/Svc:  Hematology/  Oncology  -  Sept.  Of  Med. 

Accumulative  fEOCASE  Cost:  Accukuiative  Coo-tract  Cost:  Accumulative  Supply  Cost: 

_  00 _ _ 00 - - - -0 - 

FY-85  nEDCASE:  Cow  tract  Cost;  Supply  Cost:  Date  of  Cckmittee  Approval  Of 

OQ  00  OQ  Annua.  Progress  Report  ffb  9.  r  lom 


Study  Osjective:  Cancer  of  the.  ovary  is  the  tumor  in  which  HMM  has  heen  shown 
to  have  a  definite  antitumor  activity. 

■  21  days  (8mg/kg  dayl  on  and  21  days  off  drug. 


Progress  Cuaitio  FY-82;  Therapy  should  be  stopped  in  the  presence  of  severe  leukopenia 
(less  than  2,000/mm3  )  or  severe  throoo-cytopenia  (less  than  75,000/mm3)  , 


flj.ap.-f  0?  S'J3JECiS  Studied: 


FY-S2:  0 


Tot.u.  (to  date):  0  Before  Completion  of  Study:  Closed 


S-pio;j3/Ui'!=x?ecteo  Side  cftfc's  in  Su3ject$  Participating  in  ProjectCi?  none  so  state): 

NONE 


Pus.,  .cations  OR  Abstracts.  fY-$2: 
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toy  &j;t  No.: 

10/79 


Status:  Interim 


Date:  1Q/.2/&2. 


F  ikal 


Starting  Date: 


Cate  of  Couplet io.n: 


Key  VibPJS:  Small  Cell  Carcinoma  Lung 


Title  cf  Project:  wramc  i# 


7913  -  Use  of  VP-16  In  the  Treatment  of  Small 
Cell  Carcinoma  of  the  Lung. 


Principal  Ihvestigatcr's):  Raymond  B.  Weiss ,M.D. 


Associate  Investigators): 

Facility:  jgtfjC _ 

Acgunulat i ve  fiEOCASE  Cost: 
00 


fl£pr/SVC;  Hematology/  Oncology  -  Dept.  Of  Med. 


Accumulative  Contract  Cost: 
00 


Accumulative  Supply  Cost: 

oo  • 


FY-83  KECCASE:  Contract  Cost: 
0  0  00 _ 


Supply  Cost: 
00 


Date  of  Committee  Approval  Of 
Annual  Progress  Report  f »_ >  5  ^ 


Stuoy  03J5CT1VE:  VP-16- 213  has  produced  partial  responses  in  previously 
Treated  patientswith  a  frequency  ranging  from  u-58%  in  the  treatment  of  small 
cell  rarrlncma  of  the  lung.  A1  t-hmigh  the  nirri-nf  recommendation  is  that  its  use-(below 

~TPchn i cal  A0proach:  vp-16  213  should  be  administered  intravenously  over  a  30- 
mlnute  period.  Two  dose  schedules  have  been  used  successfully.  60mg/m2/day  x  5  ~  (belo 
every  2-3  weeks  or  1 25mg/m2/dav  1.3.5.  every  4—5  weeks.  The  exact  interval  between 

PfiOGRgoa  &KitiG_  FY-82:  g  patients  have  been  entered  and  all  6  have  expired. 


Humber  of  Subjects  Studied: 

FY-82:  0  Total  (to  date):  6 _  Before  Completion  of  Stuoy:  30 


SSRlOUS/UnSXPECTED  SlDE  EFFECTS  IN  SUBJECTS  PARTICIPATING  Iff  PiT0JECr(lF  RONE  S3  STATE): 

NONE 

Conclusions:  _  .  . 

Inadequate  number  of  entries  for  evaluation.  Recommend  protocol 
be  kept  open  for  future  patient  entry* 


Publications  or  Abstracts.  FY-82: 

NONE 

Study  Objective:  (continued)  should  be  limited  to  patients  refrac¬ 
tory  to  "standard  therapy"  for  this  disease.  Experimental  data 
suggest  that  the  response  rates  produced  in  previously  untreated 
patients  may  be  considerably  higher. 

Technical  Approach:  (continued)  subsequent  courses  are  modified 
depending  upon  the  time  required  from  toxic  manifestations. 
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Date:  IQ-2  82 
Starting  Date: 


Way  Unit  No.:  1686 


_ Status  :  1  rterin 


Key  Words:  Hodgkin's  disease  or  NHC _  _ _  _ 


WRAMC  It  7915  —  Prevention  of  Gonadal  Damage  in  Women  treated 
with  confcination  Champ therapy  for  Hodgkin's  Disease  or  NHC. 


Principal  Investigator's): 


Associate  I  west  r  gator  (s): 


Facility:  VRA‘!C 


Raymond  B.  Weiss. M.D 


Dept/Svc:  Hematology-/  Oncolo 


t.  Of  Med. 


MR 


m 


•Til 


HIM 


n 


Accumulative  Contract  Cost:  Accumulative  Supply  Cost: 


inn 


FY-83  KEDCASE:  Cun  tract  Cost:  Supply  Cost:  Date  op  Committee  Approval  0 

qq _  no  on  Annual  Progress  Report  p 


Study  G3JECTIVE:  To  protect  women  from  Ovarian  failure  2o  chemotherapy  for 
Hodgkin's  Disease  or  non-  H_D  .Lymphoma. 


Approach:  Randomize  to  receive  combined  oral  contraceptives  or  serve  as 
a  control  with  no  hormonal  agents  during  chemotherapy. 


Progress  Pup. i no  FY-82:  study  closed.  No  patients  entered,  this  is  a  Finalized 
report. 


fSiwaea  op  Subjects  Studied: 


FV-82:  0  Total  (to  dats)j _  Before  Completion  a-  Study:  closed 


Total  (to  date): 


Serious/Unexpected  Side  Effects  in  Subjects  Participating  in  Prcject(if  cone  so  state): 


Conclusions: 

Principal  Investigator  was  reassigned.  Study  will  no  longer  be  con¬ 
tinued  here  at  WRAMC. 


Publications  or  Abstracts.  FY-82: 
NONE 


2  14 


I 


Pats;  10-2082  1  Work  Unit  No.:  1687 

Start  if  .3  Oat€:  2/8Q 


I  Status:  Ikurih 


Pate  of  Collet  ion: 


KEy  Metfrl  G  for  Head  and  Neck.  Carcinoma _ _ _ _ 

Title  Cr  Proj-CT:  #  800  2  -  Phase  11  evaluation  of  Methyl  Glyoxal  ,Bis-Guany  1 

Hydrazone  Methyl  -GAG)  in  advanced  Esophageal  Carcinoma  ,  Head  and  Neck. 


PRINCIPAL  InV£STtCATOa(s>: 
Asscc  i ate  IfivesrrGATOR(s) : 
Facility;  _ 


David  Perry,  M.D 


De?t/Svc: 


Chief  .  Medical  Oncolog 
neology  -  Deot. Of  Med. 


Accu'sjlat  1  ve  PEDCASE  Cost:  Accu/-ttj>_AT i vg  CcrrrRAcr  Cost:  Accumulative  Supply  Cost: 

00  OQ  OQ 

FY-83  i-'SXASE:  Contract  Cost:  Supply  Cost:  Date  q=  Committee  Appro'/al  Op 

00  _ 00  QQ  Annual  Progress  Report  FFB  2  5  1QRP 

Study  Objective:  To  define  the  response  rate  and  remission  duration  utlizing  a 
weekly  schedule  of  Methy 1-GAG  in  patients  with,  advanced  Esophageal  Carcinoma. 

anH  Morlr  mnrar  nr  rot-trl-g _ 

TEcwiiCAL  Approach:  Methyo  -G  500mg/-m2,  to  be  given  as  an  intravenous  infusion 
in  d5w  or  normal  saline  over  no  less  than  30  minutes,  into  a  freely  running  IV. 

PROGRESS  During  FY-82:  26  patients  entered  total.  9  during  82.  Head  and  Neck  C22- 

e valuable  patients)  .2/22  CR,  8/22PR,  CR+PR  *  41%  median  duration  of  remission 
CIO 7  days  median  survival)  23Q  day  moderately  severe  nausea  and  vomiting  and  anemia, 

fllV-SsR  Or  Su3Jicrs  Stuoiti) improved  with.  82  week  schedule.  Patients  with  lung  cancer  (2) 


.  [  and  esophageal  cancer  C2)  did  not  respond . 


-  Closed 


SeR I CUS/UnEXPcCTED  SlDs  EJECTS  IN  Su3J;CTS  PARTICIPATING  IN  PROJECtClF  liOfi:  SO  STATE): 
_ NONE _ 

Co.'.c.’j j Methyl  G  has  activity  in  head  and  neck  cancer.  The  study  is  closed. 


Publications  op.  Abstracts.  FY-S2.  Presented  in  abstract  form  at  Army  —  Hematology  — 
Oncology  meeting  Feb.  82.  Paper  submitted  for  publication  to  Cancer  Treatment  Reports 

Need  $150.00  for  reprints. 
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•'at:::  10-2-82  !  Way  t  <ji. :  169Q _ iiiJ »Iys :  J»«jj RiM X  till*.-. 

J.\  Pate:  4-80 _ P.m;  o  Cc^i  mm: _ _ 

S'-  \  Advanced  Testicular  Cancer _ __ _ 

T;n.l  :>  rVoj.icT: WRAMC  #  8003  -  Treatment  Of  Advanced  Testicular  Cancer 
With  VF16-213 


_Pri>:c:.^v  Raymond  R.  Wefsa,.  M.n. 


Facility:  WRPtfC 

Dept/Svc:  Hematalotry/Oncoloev  -Dept 

.  Of  Med. 

Accumulative  icCCASc  Cost: 

0 

feCU+JLATtVE  Cc.'ITRACT  COiT: 

_ 0 _ 

Accumulative  Supply  Cost: 

a  _ 

F7-33  riTC/Sc :  Cun  tract  Cos' 

_Q_  -  0 

r: 

Supply  Cost: 
n 

Date  cf  Ccm.mittfc  Apprcv 
/.‘.*UAL  PrOCORESS  PEPCRT 

Pt$r2  5  m3 

Stuoy  Objective: 


Evaluate  activity  of  Combo /Chemotherapy  in  RX  of  Advanced 


non-semlnomatpps  germ  cell  neoplasmas. 


TVTHi'i  cal  .-.’F'o'-Ch: 


Cytoxan,  Velban,  Actino-D,  Bleo,  DDP,  VP-16,  VCR, 
IV  q  6  weeks. 


P:  X-  .s  T  ■ '  i  itt  FY-S2: 


24  patients  entered  on  study,  one  of  whom  was  a  protocol 


violation.  All  patients  have  achieved  a  partial  response.  There  are  11  complete 
responders.  6_of  whom  required  surgery. Airer  response  t-n  rtimo.  t-Fiere  -  (teiow 


l it  .  Is-  *  C  Sf  oDiO 

FY -  :0  • _ m  Total  (to  oa.;j: 


Before  Ccj'-letio.-!  o.-  SruoYj5Q 


Sepicu3/!J..=  c-=ctho  Side  Effects  hi  Subjects  Participating  i.t  Pn ojectCif  hole  so  state): 


NONE 


Co  ::ooiio.T 


Too  early  for  conclusions. 


Publications  c?.  Asstracts.  FY-S2: 

NONE 


Progress  during  FY-82  continued:  been  2  deaths  in  patients  with 

advanced  disease. 
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Date:  10-2-82  I  hcwc  Unit  Ito.:  1691 
STARTS  DAT6:-URn _ 


_ 1  Status:  Interim 

Date  of  Completion:  io-82 


Fikjljc 


Key  Uords: _ Monocyte.  Sarcoidosis  _ _ _ 

Tn«  cf  Adject: 

WRAMC  #8004  Monocyte  Function  in  Peripheral  Blood  and  Bone 
Marrow  In  Patients  with  Sarcoidosis _ _ _ 


Principal  lwESTiGAToaCs):  LTC.,  H.  Grant  Taylor.  M.D,.. 


IK  •  A-a-ve,  *-*•  •  *  «Z.  a.  a 

Aswiatf  Ihvestigator(s) :  Raymond  B.  Weiss.  M.D. 

Facility:  KWiC 

Dept/Svc:  Hem  7  One. 

Dept,  of  Med. 

Accumulative  fEOCASE  Cost: 

Accumulative  Contract  Cost: 

Accumulative  Supply  Cost: 

00 

_ 

00 _ 

_ 

FY-®  FEECASE:  Contract  Cost:  Supply  Cost: 

Date  of  Committee  Approval  Of 

QO  00 

po 

Annual  Progress  Report  FFR  2  s  iom 

L  — 

Study  Objective!- •  Demonstrate  methods  of  evaluating  peripheral  blood  monocyte  activation. 

2.  Demonstrate  relationship  between  BM  phagocytosis  and  monocyte  function. 


technical  Approach:  Numerical  evaluation  of  phagocytic  activity  in  bone  marrow  aspirates 
to  be  correlated  with  Mitogen  transformation  potentlon  of  peripheral  blood  monocytes. 

Progress  During  FY-S2: 

No  further  patients  have  been  entered.  Study  has  been  closed  to  patient  entry  10-81. 

Number  Or  Sj3jiCTs  Studied: 

FY-82?  0  Total  (to  date)  :  5 _ _  Before  Completion  of  STuov<rlosed 

Sericus/U’iexpecteo  Side  Effects  in  Subjects  Participating  in  ProjectOf  hone  so  state): 

None 

Co':o  'JiiONS®181  technician  involved  in  assessing  monocyte  activation  was  transferred  to 
“  another  area  and  no  data  was  gathered  on  monocyte  activation.  A  retrospective 
review  was  made  of  bone  marrow  specimens  performed  on  patients  with  sarcoidosis.  Bone 
marrow  phagocytic  activity  is  increased  in  some  patients  with  early  stage  disease. 


Publications  or  Abstracts,  FY-32: 

Bone  Marrow  Phagocytosis  in  Sarcoidosis.  Arch.  Intern.  Med.  142:479:1982 


1 

i 
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Date:  IQ/2/82 1  toy  Unit  No. :  :S92 


Starting  Date:  April  ,  1980 


_ I  Status:  Inter  m  x  Fikal 

Date  of  Cow-let  ich: _ 


Key  i&as:  Sodium  Salt  of  Allopurlnol  to  Control  Hyperuricemia. _ 

Title  cf  Project:  WRAMCt#  8005  -  Use  of  Sodium  Salt  of  Allopurinol  to  control 
Hyperlcemia  in  patients  with  no  therapeutic  Alternative.  (Burroughs  Wellcome 
Protocol  No.  78-099). _ ' - 


PRINCIPAL  hiVESTlC-ATOa(s?:  .Tames  mknn,  MA.T.  MSC 


Associate  ItivestigatorCs)  :  Raymond  B.  Weiss .M.D.  Chief,  Medical  Oncology  Service 

Facility:  MVMC 

Dept/Svc:  Hematology, 

I  Oncoloev  -  Dent 

.  Of  Med. 

Accumulative  fcOCASt  Cost: 

00 

A ca 

iA'RLATfvE  Contract  Cost: 

00 

[  Accumulative  Supply  Cost: 

00 

FY-83  i\£E^E:  Contract  Cost:  Supply  Cost: 

Date  of  Committee  Apprcv 
Annual  Progress  Report 

>r"2  5  1983 

Stuoy  Objective:  Determine  efficacy  of  Sodium  Salt  of  Allopurlnol  in  the  RX  of 
Hyperuricemia  patient  '3  for  whom  Allopurinol  is  required  and  for  whom  oral 
intake  -ie  restricted. - — - - 

TECHt-i j cal  Approach: 

IV  Allopurinol  4Q-15Qmg/m2  every  8  hrs. 


Pz c^f.ss  Cy:a'!C  FY-S2:  Three  patients  entered  on  study.  Drug  was  effective  in 
three  patients. 

o,-  Subjects  SrootED: 

FY-82:  2  Total  (to  date! _ &  _____  Before  Completion  of  St-joyj _ 

ScRICUS/UnEXPECTED  SiDE  EFFECTS  HI  SUBJECTS  PARTICIPATING  Ifl  PnOJECfC  IF  iONE  SO  STATE): 

No  serious/  unexpected  side  effects. 

A  treatment  protocol  to  make  availabel  an  investigational  drug, 
the  use  of  the  drug  was  effective  in  all  cases. 


Publications  or  Abstracts.  FY-82: 


NONE 


218 


Date:  10/2/8: 


Start kjs  Date:  5/80  Date  of  Collet  ion: _ 


Key  VijRDs:  Oral  Candidiasis  Prophylaxis _ 


Title  cf  Project:  WKAMC:#  8006  -  Clotrimazole  Prophylaxis  of  Oral  Candidiasis. 


Principal  IhvestigatorCs): 


Associate  Investigator(s)  : 


TI.Q-‘i;.EL4:.A°?a9yH.:  Double  Blind  study:  Clotrimazole  troches  lOag  vs.  placebo 
troches . 


Pr°G3=j;>  fijTtfig  FY_82:  2.3  patients  entered  on  study  to  date,  and  1  in  82. 


fiUPS&R  OF  SJ3JECTS  STUDIED: 

FY-82:  1  Total  (to  date):  14 _  Before  Completion  of  Study:  50 


SSRICU3/U«=X?ECTED  Sl-DE  EFFECTS  IN  Su3JICTS  pARTIClPATIfiS  IN  PROJECT^  HONE  SO  STATE): 

NONE 


Conclusions:  too  few  patients  entered  to  date  to  evaluate  results.  Also,  code 
not  broken  on  drug  identity.  Another  protocol  had  higher  priority  for  these 
patients.  Expect  to  resume  protocol  9/1/82 


Date:  10/2/82  VIoRK  Cnit  (ia.. 

1694 

Status:  Inter w  X  Fikal 

Starting  Date:  5/80 

Date  of  Completion: 

Key  Views:  Oral  Candidiasis  Treatment  Clotrimazole 

Title  cf  Project:  WKAMC:#  80Q8  -  Treatment  of  Oral  Candidiasis  with.  Clotrimazole 


Principal  InvesTtC-AToaCs):  James  Wilson.  MAJ.  MSC 


Associate  IfivssTtGAToa(s) 
Facility:  KRA'IC _ 


Ray; 


nd  B.  ’fefiTTir,  1UP.  Chief  Medics!  Oncglnac  Ser. 
Dept/Svc:  Hematology/  ONCOLOGY  _  D epte  Of  MED. 


Accumulative  r'JEDCASS  Cost: 
_ OS- 


Accumulative  Contract  Cost: 
_ QO 


FY-83  rEECASE: 
_QQ. _ 


Contract  Cost:  Supply  Cost: 
QO  _ QO _ 


Accumulative  Supply  Cost: 
00 


Date  of  Committee  Approval  Of,,  . 
A.mmjal  Progress  Report  FEB  2  5  1983 


Study  Objective: 


Determine  efficacy  of  Clotrimazole  in  the  treatment  of  Oropharyngeal 
Candidiasis. 


Technical  Approach:  Clotrimazole  troches  lOmgm  5  x  day/  14  days 


Progress  Curing  FY-82:  Four  patients  entered  in  FY-82  .  Three  successfully  treated 

One  patient  withdrew  on  day  two  of  study.,  due  to  Physician  pressure,  not  to  part- 

irpAt-g  Tn  unknown  research.  Data  collection  incomplete  on  1  patient. _ 

fliS-ScR  Or  SUBJECTS  STUDIED: 

FY-82:  4  Total  (to  date):  4 _  Before  Completion  of  Study:  50 


SeF.nus/UfisxPECTED  Side  Effects  in  Subjects  Participating  in  Pp.ojsct(if  hone  so  state): 
NONE 

Conclusions:  x00  few  patients  entered  to  date  to  evaluate  results. 


Publications  or  Abstracts.  FY-82: 
NONE 
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Status:  Imteri 


Date:  W/2/82 


Start  i.\s  Date:  5/80  Date  of  Completion: _ 


Key  lb«DS:  Oral  Candidiasis  Failure.  Clotrimazole.  Study.  _ 


Title  cf  Project:  WRAMC://  800 7  -  Clotrimazole  treatment  of  Oral  Candidiasis 
in  patients  who  fail  the  Clotrimazole  Prophylaxis  Study. 


Principal  Investigator's):  James  Wilson.  MAJ.  MSC 


Associate  Invest igator(s): _ 


Facility:  HVtfC  Dept/Svc 


Accutulativc  PJEOCASE  Cost:  /^cumulative  Contract  Cost:  Accumulative  Supply  Cost: 

00  00  00 


FY-83  riECCA^  Contract  J^st:  Supply  Date  OFpCcmirrEe  Approval  0 


Stuov  .Q3JSCTIVc :  Evaluate  efficacy  of  Clotrimazole  RX  of  Oral  Candidiasis  in 
patients  who  fall  Clotrimazole  prophylaxis  study. 


technical  Approach: 

Clotrimazole  troches  lOmg  5x  da/14  days. 


Progress  Rjains  FY-82: 

for  82 


3  patients  were  entered  In  FT  81  .No  patients  entered 


fiuHSea  o?  Subjects  Studied: 

FY-82:  0  Total  (to  date) :  3 _  Before  Completion  op  Study:  50 


Sericus/U'iexpected  Side  Effects  in  Subjects  Participating  in  ProjectCif  hone  so  stats): 

NONE 


Conclusions:  Too  few  patients  entered  to  date  to  evaluate. 


Publications  or  Abstracts.  FY-82: 
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Date :  jg/j/82  |  aMtT  fa,.  1696 


Status:  Iktesw 


Fikal 


Start  i:.s  Date: _ 8/80 _ Date  op  Collet  ion: _ iq/83 _ 

Key  Words;  Fertility  and  Sexual  Function  Study _ _ _ _ 

Title  CF  Project:  WRAMC  //  8009:  Evaluation  of  Fertility  and  Sexual  function 
in  mpn  with,  non— lymphoma tus  malignancies  ,  non— malignant  chronic  Illness 
and  normal  health. _ _ _ _ 


Principal  IuvestigatorCs):  Raymond  B.  ';%isst  m.d. 

Associate  InvestigatorCs): _ 


Facility: 


DgPT/SvciHema to  logy /Oncology  -  Dept.  Of  Med. 


Accumulative  fiEOCASE  Cost; 
00 


Accumulative  Contract  Cost: 

o.q 


Accumulative  Supply  Cost: 
_Q£L 


FY-83  rjECCASE:  Contract  Cost:  Supply  Cost: 
_ QQ—  _ 00 —  —  QQ. 


Date  of  Committee  Approval  Of 
Annual  Progress  Report  PFR  2  5  ioon 


Study  Objective:  Determine  presence  or  absence  of  sexual  fertility 
disfunction  in  men  with  untreated  tt.D. 


Approach :  semen  analysis  prior  to  HCG  stimulation  testing. 


Progress  Pup i no  FY-S2:  study  was  closed  10/81  .  No  patients  were  ever 
entered  on  this  study,  this  is  a  finalized  report. 

ffcjM3Ea  of  Subjects  Studied: 

FY-82:  0  Total  (to  oats):  0  Before  Completion  a-  Study:  C'  osed 


Serious/Umexpscteo  Side  Effects  in  Subjects  Participating  in  Project(if  hone  so  state): 

_ NONE _ 

Conclusions: 

None 


Publications  or  Abstracts.  FY-82: 
NONE 
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Final 


Date:  10/2/82 


$T*m.\5  Date:  11/1/8 


Status:  Interi 


Date  of  Collet  ion: 


Key  Vkxos: 


Title  cf  Project:  WRAMC:  It  1697  -  the  Mechanism  of  Hemolytic  Anemia  before 
and  after  a  Marathon  Run  . 


Principal  Investigator's):  Louis  F.  Diehl. 


giwi  ujwsu  » ** -A.--*,  utbciwuc  ^icscuce ,  aegree  ana  etzoxogy  ox  the 
low  hematocrit  seen  In  long  dls  tance  runners . 


the  presence  and  degree  of  anemia  will  be  determined  by  measuring 
the  HB,  BILI,  LDH,  heptoglohln.  and  serum  free  hemoglobin  in  long  distance  runners. 

— 8  TSe^  etlolQgy-wlll.  be.snid-fod  Ky  OTa»-fn-f«0  nmh  ranr  for  missing 

Process  Pacino  FY-82:  or  abnormal  proteins. 

This  study  was  completed  on  the  first  8  subjects. 


fiiJrSE.l  Or  SU34ECTS  STUDIED: 

FY-82:  r  Total  (to  date): 


Before  Completion  of  Study: 


Serious/Unexpected  Side  Effects  in  Subjects  Participating  in  ProjectCif  none  so  state): 


Conclusions: 


Publications  or  Abstracts,  FY-82: 

MONK 
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1  DISPOSITION 

FORM 

1  Pm  mm  of  «Ms  fovsif  •••  All  S40*)S«  Him  pt spaa  ant  a  fa*  ay  la  TAGCKH*  ] 

REFERENCE  OR  OFFICE  SrMBOC 

subject 

HSHL-MH 

Reply  to  reviewer  of  Clinical  Investigation  Service 

Annual  Report 

C,  Clin  Invest  Svc 


C,  Hem-One  Svc 


10  Dec  1982 


1.  Maj  Rinke  requested  to  know  why  we  have  not  closed  the  study  after  the 
completion  of  8  subjects  (WRAMC  #  1697  -  Hemolytic  Anemia  in  Marathon  Runners) 

The  reason  the  study  has  remained  open  is  related  to  the  findings  in  the  first 
eight  subjects.  It  was  found  that  there  is  a  decrease  in  band  4.1  of  the  RBC 
membrane.  Since  we  are  investigating  the  cause  of  RBC  destruction  and  since  this 
band  has  been  inpllcated  in  RBC  membrane  stability,  it  is  correl  .ated.  We  are  now 
Investigating  the  reproducibility  of  this  phenomen  in  the  test  tube.  Because  the 
laboratory  portiion  of  the  study  is  still  ongoing,  we  have  elected  to  continue 
the  study. 


f. 


Louis  F.  Diehl,  MD 
MAJ,  MC 

Hematology-Oncology  Service 
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*aro-im-«es-423/iQe3 


UMtT  ft’o. :  1699 


Status:  Interim  X _ Final 


iiV'i 


•  f  «*Ih-  mmT:I  » ■ 


Date:  10/2/82 


Start  i:.s  Date:  9/80  Date  of  Completion 


Key  VJsrds:  Delta-  9-  Tetr 


Title  cf  Project:  ^  ggio  -  Die.  -use  of  Del ta-9-Te.tr ahydro cannaB inol  fot^SSBS^a 

and  Vomiting  induced  by  Antineoplastic  Chemotherapy. 


„  .  ,  ,  James  Wilson,  MAJ.  MSC 

Principal  IwestioatorCs): _ ; _ ! _ 

Associate  InvestigatosCs):  Raymond  B. Weiss.  M.D.  Chief  .Medical  Oncology  Ser. 


Facility:  VRK1C  I  Dept/Svc 


Accumulative  fEOCASE  Cost: 
00 


Accumulative  Contract  Cost: 

QO 


Accumulative  Supply  Cost: 

00 


FY-8T  r'tCCASE:  Contract  Cost:  Supply  Cost:  Date  of  Committee  Approval  0 

mr  00  QO  Annual  Progress  Report 


Study  OBJECTIVE >t0  evaluate  efficacy  of  THC  in  control  of  nausea  and  vomiting 
Induced  by  antineoplastic  chemotherapy. 


technical  Approach: 

Administration  of  oral  capsules  of  Delta— 9  —  Tetrahydrocannabinol 
as  supplied  by  the  National  Cancer  Instituite  under  Class  "C"  guideline. 


Progress  During  FY-82:  .  . _ 

- -  nrugh  not  effective  clinnically  In  any  patients  to  date (preliminary 

observation  ).  All  data  not  reviewed  to  date.  2  patients  entered. 


Dumber  of  Subjects  Studied: 


FY-82: 


Total  (to  date): 


Before  Completion  of  Study:  Apen  study 


Serious/Unsxpected  Side  Effects  in  Subjects  Participating  in  Project(if  none  so  stats): 

NONE 


Conclusions:  Too  few  patients  entered  to  date.  Oral  dose  in  protocol  may  be  too 
low  to  achelve  desired  antlmetlc  effects. 


Publications  or  Abstracts.  FY-82: 
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Date:  10~2~82  |  ifay  Umh  No.:  1600-81 


Status:  Ikteriw  X  F  s  r  :aj_ 


Starting  Date:  1/81 _ Date  of  Collet  ion: _ 

Key  :  Adjuvant  Ch gmn  t;h t»Tgpy  rSead  an^  Kerb  _ _ _ 

Title  cf  Project:  WRAMC  //  81Q2  —  Adjuvant  chemotherapy  following  Surgery  and  /or 
Radiation  for  Stage  111  and  IV  head  and  Neck  Cancer. 


Principal  Ihvf.sticator(s):  David  J.  Perry.  M.D. 


Associate  Investigators):  Raj 

rmond  B.  Weiss,  ,  MtD.  rv.-taf  uo,Hral  Oncology 

- j - — -  - - - 

..Facility: — MjffijC - - - Dept/Svc:  tiemarm^rrir/  nn^imni.  n«nf .  of  MeH. 

Accumulative  fEOCASE  Cost: 

00 

Accumulative  Contract  Cost: 

00 

Accumulative  Sjpply  Cost: 

00 

FY-83  rfECASE:  Contract  Cost:  Supply  Cost: 

00  _qq _  _ an _ 

Date  of 
Annual  ! 

Committee  fppftovAkJt  0  c  _ _ 

Progress  Report  TEB  2  5  1983 

l 

1 

1 

1 

1 

1 

• 
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1 
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1 
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1 

1 

1 

Study  Q3JcCTIV£:  Too  evaluate  activity  of  combination  chemotherapy  in  locall  advanced 

Head  and  Neck  Cancer.  To  define  eligibility,  toxicity,  response  and  resectability 
rrffar-fa  Tn  pnMpnt-g  trfth  Stage  HI  and  Iv  Bead  and  Neck  cancer . _ _ 

TECHNICAL  Approach:  Vinblastine  4.0mg/m2  IV  day  1,  Bleomycin  15ui®  day  1,  Cisplatin 
6Qmg/m2  IV  day  8  g21days  x  4  course  1  month  after  achieving  complete  remission  from 

surgery  and  /  or  radiation. _ .  _ 

Progress  Puri  tig  FY-82:  If  in  complete  remission  following  surgery  and  radiation  , 
combination  Chemo.  (Velban  f  Bleo,  And  Cis-Plat)  g  21  days  for  4  cycles. 


fiUM3eR  OF  SU3JECTS  STUDIED: 

Total  (to  date) :  i _ Before  Completion  of  Study:  closed 


Serious/Utiexpecteo  Side  Effects  i n  Subjects  Participating  in  Psoject(if  none  so  state): 

NOne 


Conclusions: 


gentry  in  11  months.  Study  is  closed  due  to  poor  accural. 


Publications  os  Abstracts.  FY-82: 

NOne 
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Status:  Interim  X 


Uork  15n! t  Ho . :  160 1-81 _ 


Starting  Date:  1/81  Date  of  Collet  ion 


Key  Words:  Chemotherapy  Squamous  Cell  Carcinoma  of  Head  and  Neck. 


Title  Cr  Project: WRAMC  //  8101  -  Induction  Chemotherapy,  Surgery,  Radiation  and 
Subsequent  Adjuvant  Chemotherapy  for  stage  111  and  IV  Squamous  Cell  Carcinoma 


Principal  Investigator's) 


Associate  Investigators) :  Raymond  B..  Weiss.  M.D.  Chief.  Oncoloev  Service 


Facility:  V/RA*’.C  Dept/Svc: 


■  I  I  I 


Accumulative  PJEDCASE  Cost 


Accumulative  Contract  Cost:  Accumulative  Supply  Cost: 

Q0  00 


FY-83  rhCCASt:  Contract  Cost:  Supply  Cost: 


Date  of  Committee  Approval  0 
Annual  Progress  Report 


Stuoy  03JECTIVE:  To  evaluate  activity  of  combination  chemotherapy  regimens  in  locally 
unresectable  or  advanced  head  and  neck  cancer.  To  define  eligibility"  toxicity ,  res¬ 
ponse  and  resectability  criteria-f or  patients  with  Stage  111-  and  IV  Head  &  Neck  Cancer 
TEWi-tVr ..  Medium  dose  MIX  and  5u  intil  partial  or  complete  response  follow¬ 

ed  by  surgery  or  radiation  at  week  8-  A  wks,  later,  combination  chemotherapy (Velban, 


Progress  Dup.i no  FY-82:  7  patients  were  entered  to  date.  1  Had  Lymphoma  on  final  path 
5/6  have  responded  to  therapy.  Study  to  remain  open  to  Accuralof  total  30  pts. 


fiunssft  of  Subjects  Studied: 

FY-82:  3  Total  (to  date)  :  ? _  Before  Completion  of  Studyj_ 

Ser i ous/Ui'isxpected  Side  Effects  in  Subjects  Participating  in  ProjectCif  cone  so  state) 


Conclusions: 

Only  5  patinets  from  which,  to  generate  data.  Not  enough  information  to 
Make  conclusion  as  yet. 


Publications  or  Abstracts.  FY-82: 


Date;  10/2/82  1  Work  &ht  So.: 


Status:  Interim 


Final 


Starting  Date:  July  1981 


PATE  Or  COMPLETION:  .Tunc  1  CftA 


Key  Vfcjggs:  Bone  Marrow  Granulocytes  Disorders 


Title  cf  Project:  WRAMC:  Regulation  of  Granulopoesis  in  Vitro-Incorporation  of 
"C-Glusocamine  in  ormal  human  bone  marrow,  granulocytes  with  patients  sera 
with  primary  and  secondary  B.M.  granulocyte  disorders. _ _ _ 

Principal  iKvcsncAToa(s):  Howard  Terebelo,  M«D. _ 

Associate  Investigator^): _ 


Facility;  HRfriC 


Dept/Svc:  Hematology/  Oncology  -  Dept.  Of  Med. 


Accumulative  fiEOCASE  Cost; 
00 


Accumulative  Contract  Cost: 

_ flQ _ 


FY-83  riECCASS:  Cuntract  Cost:  Supply  Cost: 
_00_  _ _Qfl _  oo 


Accumulative  Supply  Cost: 


Date  of  Committee  Approval  Of 
Annual  Pp.ogr=ss  Report  PFR  2  s  iqpr 


1.  Purification  of  stimulators  and  inhibitors  that  are  res¬ 
ponsible  for  the  regulation  of  Granulopoesis.  2.  to  study  the  rate  of  Bone 
■marrow.  granulocyte  ma  fur  at- inn  in  •  p-ri-ma-ru.  ~ainTifftir  ^fMMHnrrr  and  frannndjrr 

'technical  Approach:  [  reactive  disorders.! _ _ _ 

Serum  will  be  collected  and  evaluated  fox  rate  of  normal  BM  maturation.  Bio- 
chemiclal  diaracterigtics.  inhibition  of  Glveosvlation.  Substances  to  be  analyzed 

Progress  Cup ihg  FY-S2:  [  will  be  inhibitors  and  stimulators.  _ 

tfe  are  nearing  the  end  of  this  study  as  we  have  identified  a  repetitive  pattern  of 
granulocyte  proliferation,  with  inflammatory  serum  confirmed  by  &PLC  analysis. 

Humber  of  Subjects  Studied:  — 

FY-82:  10  Total  (to  date)j _ 60- 


Before  Completion  of  Study:  60 


SSR I GUS/Ui'lSXPECTED  Sl-DE  EFFECTS  IN  SUBJECTS  PARTICIPATING  Ifl  P»R0JECT(iF  MO.'i-  SO  STAT=)  • 
NONE 


Conclusions:?  arum  from  patients  with,  inflammatory  conditions  CSepsisl  dramatically 
increases  OGlusocamine  incorporated  in  immature  granulocytes.  This  rate  of 
incorporation  corresponds  with  the  granulocyte  turnover  and  decreases  over  a 
period  of  72  hours. 


Publications  or  Abstracts.  FY-82: 

•  Terebelo ,  H»  Evans,  W.H.,  Effecto  of  normal  and  inflammatory  Serum  on 
"C-  Glusocaaine  and  3  N-Ihymione  incorporation  onto  normal  human  granulocytes 
in-Vitro.  Blood;  Vol.  58,  No,  5,  Supplemer.t  1;  Page  116q,  Abstract  #  376. 

@  Manuscript  in  preparation. 
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Date;  IQ/2/82  1  toy  (Smst  fio.:  1603-81 


Status:  IktcRM  y  Final 


Date  of  Collet  ion: 


Startup  Pate:  30  june  81  _ 

feY  >b>as:  Delta-9-Tatrah-ydrocannahiaol  plasma  levels  and  Pharmacokinetics . 

Title  cf  Project : wnAMC  s#  81A4-  Delta-9-tetrah.ydrocannabinol  Plasma  Levels  and 

Pharmacokinetics . 


PR If.CIPAL  l?lVF.STtC-ATOa(s): 


James  p.  Wilson,  MAJ.  MSC 


Raymond  B.  Weiss,  M.D.  Chief  Medical  Oncology  Ser . 


Facility:  ViRA’-iC 

DET./SvC:  Uan.t-nlnoM/ 

OtLcn.1  ngy  —Pent.  Of  Med. 

Accumulative  rEDCASS  Cost: 

00 

Accuiiulat t ve  Contract  Cost: 

00 

Accumulative  Sjpply  Cost: 
oo 

_ 

FY-83  f-HJCASE:  Contract  Ccst:  Supply  Cost: 

00  00  00 

Date  of  Committee  Approval  Of 

Annual  Progress  Report  FER  2  s  ioq-j 

.  J 

L   . 

Study  Objective:  To  determine  if  a  antinausea/ anti  vomiting  effect  of  Delta-9- 
Tetrahydrocannabinol  is  directly  related  to  plasma  levels. 

TEcH'ViCAL  Approach:  piagma  assay  by  radloimmunassay  and  GLC. 


Progress  During  FV-82:  ivo  patients  entered  on  study. 


flji'BcR  Or  SjSJECTS  STUDIED: 

2  2 

FY-82j _  Total  (to  dats)j _  Before  Completion  a-  Study:  24 

Serious/Uhexpecteo  Side  Effects  in  Subjects  Participating  in  ProjectCif  hone  so  state): 

NONE 


Conclusions: 


Additional  patients  needed  for  study. 


Publications  or  Abstracts.  FY-82: 
NONE 
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MICROCOPY  RESOLUTION  TEST  CHART 

NATIONAL  BUREAU  OF  STANDARDS- 1963- A 


Kf v  KSU5j  Adenocarcinoma  -  Undifferentiated  Ca. _ 

Title  c.f  rrojscrwBAMC  #  8103  -  Pilot  Study  Of  VAB-6  Chemotherapy  of  Adenocarcinoma 
and  undifferentiated  Carcinoma  of  Unknown  Primary. 


^Sn-ATS^C.):  Rnire  Booth,  M.D. 


Dept/Svc:  Hamataloev/  Oncoloev  -Dent. Of  Med. 

Accumulative  Contract  Cost: 

Q 

Accumulative  Sjpply  Cost: 

O 

Ff-83  ;\£L’CA5E:  Con  tract  Cost:  Supply  Cost: 

0  0  0 

Date  of 
Annual  ! 

COMMITTEE  APPROVAL  0.- 
Pro'Sress  Report  FEB  2  5  1983 

_ 

Study  OajjcTi  To  determine  the  efficacy  of  VAB-6  in  the  treatment  of  Adeno¬ 
carcinoma  or  undiff.  carcinoma  of  unknown  primary . 

Tigi:Uyi  ^P-0\ch:  Cytoxan  600_  ng/ntf  IV  day  1  —  Vinblastine  4mg/m2  IV  day  1- 
Actinomycin  D  -lmg/m2  IV  day  1  —  Bleomycin  30  mg/m2  IV  day  l,20mg/m2  IK  Day  2&3. 

Cisplatin-  12Q-»g/»2  IV-  day-  4 - - 

:  4  Patients  have  been  entered.  3  have  progressed  and  died 
of  their  disease.  1  pt.  just  entered. 


i'.'.  .‘j’.ii  W.  I  J 

Total  (tc  cats):  4 


py.«  • . _ . 


Eefcrs  Co.'^.tnc.!  c?  Serov:  20 


S?’to.:/Uf:s.??:rco  Secs  Effects  ui  Subsets  Partic:  v.n.;s  :n  Project; if  none  so  state): 


NONE 


Conclusions: 


Data  too  sparse  at  this  time. 


f  jiiLiCAno.NS  cr  Asstracts.  FY-82: 


NONE 
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Date:  10-2-82 

V.'afV  I  -i-;  t  th  . 

:  1605-82 

I  Status:  !i 

X  r  i 

SrA?T!faJ 

10-81 

Pa  ie 

c;-  Co PH  ETif'.'i: 

1-83 

_K£Y  IjgRJS: _ A7.Q  -  Malignant-  (Utfnna,  Mofag-t-aM  r  R-ra-ln  .TlimTIT - 

Title  cf  Project:  WRAMC  #  8106-  A  Collaborative  Phase  II  Study  Of  AZQ  in  patients 
with  Malignant  Glioma  and  Metastatic  Brain  Tumors. 


PiMKCiPAL  Iuv.ESTIOATQx(s):  Raymond  B.-Welaa,  M.D 


Asscciate  IfiVeSTiGATcnCs):  H.,  Grant  Taylor ,M.D. 


Facility:  VRAMC 

- fePf/rfySi  Hmatology/Oncology  Dapt.QTT  Had , 

Accumulative  iEDCASS  Cost: 

0 

Accumulative  Contract  Cost:  Accumulative  Supply  Cost: 

0  0 

FY-83  r££CAS£:  Con  tract  Cost:  Supply  Cost: 

0  0  Q 

Date  of  Committee  Approval  Of 
/swum.  Progress  Report  p«  9  K  moo 

Study  Objective:  To  determine  the  efficacy  of  AZQ  in  the  treatment  of  malignant 
Glioma  or  metastatic  Brain  tumors. 

TKMijjCALjyvsoAQi;  AZQ  _  20mg/m2  in  150-ML  of  NSS  over  20  minutes. 


Progress  u'jRino  FY-82 :  Entered  only  one  patient.  Had  tumor  progression  after 
4  cycles.  Has  expired. 

fi'ur'iiE.T  Or  Subjects  Studied:  ~~ 

FT~S2:  1 _  Total  (to  date):  1 _  Before  Completion  of  Study:  15 


Sericus/U'iexpecteo  Side  Effects  in  Subjects  Participating  tu  PrcjectOf  none  so  stat-)- 

NONE 

Cc.iO.'JSIOns: 


Data  is  too  sparse  to  formulate  any  conclusions 


1C  2-82 


Way  Kmctuo.: 


STARTING  Date:  12-81 


I6O6-1. 


82 _ I  Status  : _ Imtiuh _ x  hrai, 

P.M£  f:.-  Ccpm  etiom:  12-83 


Key  Ighd S: _ Prothrombotlc  State..  Adjuvant  Ch ant) they any _ 

Title  cf  Project:  toAMC  #  8105-  Prospective  Evaluation  Of  Pro  thrombotic  State 
In  Patients  Receiving  Adjuvant  Cehmo therapy . 


Pure  t  pal  Iff/gsridAToaCs?:  Phillip  E.  Baldwin  r  M.D. 
Associate  IfivesTtGATorT(s) :  Raymond  E.  Wefqg,  M.n, 


Faciuty:  VP.PMC 


Dept/Svc 


Accumulative  fEDCASc.  Cost: 


FY-85  KECCASS: 
— G— 


Accumulative  Contract  Cost: 


Con  tract  Cost: 

- q - 


Supply  Cost: 

—6 - 


Accumulative  Supply  Cost 


Date  of  Committee  Approval  Of 
Annual  Progress  Report  FEB  2 


5  1983 


Study  03 j -CTiys:  To  identify  predosposing  predictive  tests  for  development  of 
Thrombotic  t**>Hency  in  patients  receiving  adjuvant  chemotherapy. 


technical  Approach  Samples  of  plasma  will  be  obtained  prior  to  1st  dose  of  induction 
therapy,  days  2,3,  and  4  of  Induction,  day  8,15,29,  and  43  of  Induction  cycle. 
Day  85  Qnaintance  )  and  q  3  months  for  1st  year.  _ 


swroles  have  been  collected  on  7  entered  patients, 
thrombotic  episodes  have  been  observed.  No  data  analysis  has  heen  made  to  date. 


Humber  cf  Su3JEcrs  Studied: 

FY-82:  7  Total  (to  date)  :  1 _  Before  Completion  of  Study:  20 


Serious/Unexpecteo  Side  Effects  in  Subjects  Participating  in  p^ojectCif 


so  stats': 


NONE 


CONCLUSIONS: 

Accural  continues  slightly  below  the  projected  rate. 


Publications  c.r  Abstracts#  FY-S2: 

NONE 
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■»  * . 


« 


:  ...lfr-2-82  1607-82 

T.-.i  v:  4-82 


I , 

i  i 


.  X 

12-82 


.  Ref ractcry  Jletas  tat ic.  Carcinoma  ,  CBDCA  .  . _ _ 

WRAMC  it  8204-  A  Collaborative  Phase  I  Trial  Of  CBDCA  in  the 
Treatment  Of  Metastatic  Carcinoma  Refractory  To  Conventional  Therapy. 


1  •'  n r ! - r Raymond  B.  Weiss,  Jf.D.  _  .  .  . _  .  _ 

l  Daniel  Tell,  M.D,_.  _ _ _ _  _ _ 

1  Hematalogy /Oncology  -  Dept. Of  Med. 


l.-.r: 


Cc:  Cc.T: 

0 


‘  ", .  ; 


Y  • 

0 


\  l  ‘  Cr  i  '  ‘  •*. ! 


■  If B  25  198? 


r.  :  -  .  ■'(.  jt.  To’determine  toxic ity«^-fficacy  of  CBDCA  in  treating 

patients  with  metastatic  carcinoma  refractory  to  conventional  therapy. 

’•  CBDCA  320  mgm/m2  q  28  days. 


• :  6  patients  were  entered  on  study.  3  patients  have  had 

disease  progression  and  expired.  2  have  essentially  stable  disease  and  are 
still  -being  treated-.  -1- patient -was  treated  .2.x  then  taken,  off,  .study  .because 
-  -  [  0f  hematological  toxicity. [ 

6 .  ‘'tr;.  ;r)Cv-'_:  6  .10 


1  patient  experienced  severe  hematological  toxcity. 


NONE 


NONE 
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10-2-82 


11-81 


.16Q8-82 


11-83 


ELLIPTOCXTOSIS .  -  ... - 

VTRAHC  -  Evaluation  Of  Structural  Protein  Abnormalities  In 
A  Family  with  Hereditary  Elliptocytosls  (ffEl  . 


Louis  F.  Diehl  ,M.D. 


Hematalogy/ Oncology  -  Dept. OF  Med. 

•  . .  :  i  ’  '  5 

0  i  0 


c:  ( - 


FEB.  2.5  J983_ 


/*.  To  evaluate  four  areas  of  RBC  structural  protein  abnormalities 
In  the  Pre  and  post  slenectomy  situation. 

Obtain  blood  by  the  standard  venipuncture,  separate  whole 
blood  Into  cellular  fractions  and  do  specific  tests,  on  RBC's. 


Aquired  all  techniques  to  perform  study. 


0  0  5  ie 

1  Family 

NOME 

He  will  be  able  to  utilize  laboratory  techniques  that  we  perfected 
over  last  12  months. 


NOME 
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-■m  ■«.  •  _.*■  . 


:  10-2-82  „  !  i:  -1  ■}  ' _ 1609^82 

1982 . . 

Leukemia,  DMA  Synthesis 


X  J  i"' 


6-83 


GL-13-BC  -Leukemia  Cell  Culture  3H-TDR  Incorporation  and  Growth. 
Kinetics,  A  Comparative  Study. Of  Cytotoxic  Drugs  On  DMA  Synthesis  and  Cell  Growth. 

:  :/  •_  .Howard  Texebelo,  M.D.  ..  ..  . _...  _ 

j  Heaatalogy/ Oncology-  Dept.  Of  Med. 


Q... 


...  i . 


FEB  2  5  1983 


To  determine  if  the  GL-13-BC  Leukemia  is  an  effective 
in  vitro  model  for  human  CML  blast  crisis. 

See  abstract  attached. 


Have  finished  802  of  drug  work. Are  now  doing  animal  data. 


MA 


MA 


NA 


NONE 


.  r  ,  .  .  GL-13-BC  Leukemia  la  a  unique  cell  line  providing  a  valuable 

tool  in  the  investigation  of  CML  in  bias tic  transformation. 


Blood  Supplement  NOV.  1982 
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UraK'WfiV  +i  «**- 


Mi  i&  mUtm  rA 


lQ-2-82_  I  '.  ;  C.:j  :;  .  _  1610-82  .  1  * /  ■  m  •■•' _  !■■•'.  X  J  ,-  • __ 

...  4-82  _  r  -  '  .  •!!•••:  4-83 

Proper  idol  ,_.H?LC  Method  .  ...  ...  _ 

V1RAMC  $  8206  -  The  Bevelopement  of  a  High  Pressure  Liquid 
Chroma tag raphic  (HPLC)  Method  to  Assay  Droperldol. 


0 

t 

0 


.  -i _ James  P.  .Wilson,  Pharmacist  -  Maj..MCL _ 


Hematology /Oncology-  Dept. Of  Med. 


0  . . . 

.  FEB  2  5  1983 


r*-  To  develop  an  assay  for  Droperldol 


Modify  a  currently  available  assay  for  Haldol  and  make 
It  applicable  for  Droperldol. 


NOME -  —  -  -  . . . . . 

0  Q  10 

•  .  ,  f  ”  .  *i  .  ,  ‘ 

NONE 


NONE 


NONE 
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10-2-82  !  ■  , 
4-82 


1611-82 


.  Dcoperidal  ...  - . — 

WRAHC  #  8209  -  Determination  Of  The  Stability  Of  Droperidol 
In  Intravenous  Infusion  Solutions 


James  P.  Wilson,  Pharmacist. MAJ.  MC 


...  )  . 


Hematalogy/ Oncology  -  Dept. Of  Med. 


. _  j  _  Q0  .  .!...  QQ  . . 

r‘-  To  study  the  rate  of  decay  of  Droperidol  in  various  IV  fields. 


Use  the  3PLC  assay  developed  in  WRAMC  #  8206  and  determine 
stability  of  Droperidol  in  IV  fields. 
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D-yrgj  _ !  1  1612-82  . . !  .  I'.-jy.  .A_.i_ir.i- 

SiAj7j_:.u  _  3-82 _ _  _ r-.i :  • _ Ur-  •  rrr  i : _ _ 

THC  -  Chemotherapy  ,  Nausea  and  Vomiting 


T; n  e  c*  P  :Oj:tT:  viraMc  #  8201-  the  Use  of  Delta-9— Tetra-Hydroc/'.nnobinol  <TBC1 
for  Chemotherapy  Induced  Nausea  and  Vomiting. 


Pp ;  pal.  I M'-csriOATcaCt.?:  James  P.  Tfilson.  Pharmacist.  D. 

A  7zr'~.  <  at  £  !  i  i  vc  s  r  i  ca:tp(j): _ 


Facility:  KSflt 


Accly-wj'.tivb  icDCASl  Cost: 
_ 0 _ 


CcPr/S'.'c:  Hematology/Oncology  -Dept.  Of  Med. 


AcCWWLATIVe  CciiTRALT  COST:  |  AcOTOLATtVE  So.-TlY  f>.3? 


rV-33  rTCCASt:  Compact  Cost:  Supply  Cl  or 

_ Q__ _ 0. _  _ fl _ 


Oaic  c?  Cc--.'!:t.*£S  A’p’c.vl  C.- 
/y.nu.'l  Ptocphss  Rtplot  FEB  2  5  1QR? 


klk.jyJ.'- •  -L£U '-1. '•  To  determine  the  efficacy  of  THC  as  an  antiemetic  for  use 
in  Cancer  chemotherapy  patients. 

-  1  1  --  -  THC  10mg/m2  P  0  4  to  6  hours  prior  to  admins tratlon  of  Chemo¬ 

therapy  -every  4  to  6  hours  for  duration  of  chemotherapy  and  for  12  hours 

-tharaaf-tex.  --  - - 

tV;C.*-ss  n:$:  Only  1  patient  hear  heen  entered. 


o"  SujjtciS  Sruoi-J: 

FY-cP; _ ] _  Total  Cro  dat=)j _ j _ Bhfop;  Caplet ic.-:  a-  Study :  15 


S  '  ?  I  C:J  $  /l).1:  t  /.3  ?  C  T£  D  Sns  fxr'ECTS  ill  S’ijjICTS  Pa"?  ~  |  C  ir.AT  ITJG  in  PiT  0- ’  DC  T  C  I?  i.S.'.j  SO  STAT;): 

NONE 


Ur'  usfO'.'s: 

- WRAMC  experience  thus  far  too  limited  to  formulate  any 

conclusions . 


kcLiCAnc.-is  co  Asstj?acts»  FY-82: 

NONE 
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Date: t A—?— s 9  1  toy  liwtr  flo.:  1613  -82 


Status:  Interim  x  Final 


Starting  Date:  4-82 


Date  cp  Completion: 


>EY  togs:  ttarurronfr  Of  Metflgtatfe  Sqnamoiia  Cel  1  Carrinmna  -Head  And  Neck. 

Title  cf  Project:  WRAMC  #  8205  -  Master  Section  For  Phase  II  Studies  For  Recurrent 
Or  Metastatic  Squamous  Cell  Carcinoma  fo  The  Head  and  Neck. 


Principal  InvestigatorCs):  DaYld  J.«  Perry»  M,D‘ 


Associate  IhvestigatorCs)  : 


Facility:  URtfC 


Accumulative  P3E0CASE  Cost: 
c  0 


|  Dept/Svc:  Hanatology/Pncology-  Opet.Qf  JfejL— . 


Accumulative  Contract  Cost: 

0 


FY-83  lECC^E:  Contra^-  Cost:  Supply  Cost: 


Accumulative  Supply  Cost-. 


Date  of  Committee  Approval  Of 
Annual  Progress  Report  pFR  2  5  1Q83 


Stuov  03J5CTIVE:  to  outline  procedure  for  Phase  II  studies  to  screen  single 
agents  or  combination  of  agents  for  significant  activity  in  recurrent  or 

Head  and— Merit— Oageafr - — - - — — 

technical  Ipproach  : 

Bisantrena  260  mg/m2/  IV  q  21  days. 


Progress  Duping  FY-82: 


1  patient  has  heen  entered  to  date 


Number  of  Subjects  Studied: 

FY-82:  1  Total  (to  date)  : *  1 _  Before  Completion  of  Study: 30 

Serious/Unexpected  Side  Effects  in  Subjects  Participating  irt  PrsjectCif  none  so  state); 

MONE 

Cc^L'JSia«is: 

NONE 


Publications  or  Abstracts.  FY-82: 

NONE 
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1 


-  - u 


10— 2-^82  j  ’  : .s.Cj.m  U.-  ..1614-82 
10-82 


!  X  •  -  !  '"'■ 

10-84 


_  _  Fertility ,  Tes ticular  Cancer  -  — 

WRAMC  #  8207  -  Fertility  In  Men  Who  Received  VAB  -III 
Chemotherapy  For  Testicular  Cancer. 


David  J.  Perry,  M.D.  .  ...  - 

Hematology / Oncology  -  Dept. of  Med. 

i  •  .  ~  '  t  , 

0  j  0  _ 

;  .  .  FEB  2  5  1983 

To  determine  whether  fertility  has  been  preserved  after 
treatment  with  an  intensive  regimen  of  chemotherapy  drugs. 

Mailing  a  questiona-ire  and  consent  form  to  patients 
treated  with.  VABIII  .  Data  from  quest ionaire  will  then  be  collected,  analyzed 
and  prepared  for  publication. .  .  _  . . — .  _ . 

-  As  of  this  report  ,  protocol  has  not  been  approved  and 
therefore  has  not  been  implemented. 

0  1  V  0  :  -  •  :•  35_ 

NONE 

NONE 


NONE 
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Title  cf  Project:  WRAMC  #  8208  -  Combination  Chemotherapy  (VAB)  in  the  Treatments 
Of  Relasped  ,  Poor  Histology  Non-Hodgkins  Lymphoma. 


Fr.r.cs.^AL  l'iv,';srico.Toa<sV.  E.  Grant  Taylor  ,  M.D. 


Associate  Ii:v£sriGArof!(s?:  Raymond  B.  We£sar  M.D.  -  David  J.  Perry  «M.D. 


FACILITY;  P.AMC _  D;?r/Sye:  IftmaTalogy/Onrnlogy  -  Dept. Of  Med. 


Accumulative  i£DCAS£  Cost: 

-0- 


Accu.- illative  Contract  Cost:  /ccumvative  Sj3ply  r i~r: 

_ -0 _ , _ J _ _Q _ 


FY-S5  ‘-EECASE:  Contract  Ccc~:  Supply  Cost: 
_  a—  — 4 -  — o - 


0'*t~  (V;  .■  i  i  rrrr  i  pppc'  Or 

h- nual.  Frcthess  Report  FEB  2  5  1983 


Study  Osj-CTiyc:  x.  To  determine  response  and  survival  in  patients  with  Refractory 
Non-Ho'igkins  Lymphoma  treated  with  VAB.  2.  to  determine  toxcity  of  VAB  in  pre¬ 
viously  treated  patients  - - - - _ 

T£ch.i  ;  cal  Approach  :  cytoxan  60Q  mg/m2  IV  day  1  :  VinBlaatine  4  mg/m 2  IV  day  1: 
Bleomycin  30U  IV  day  1,  20  U/M2  IV  day  1-3 .Actinomycin  D  1  mg/m 2  day  1  and 

Cisplatln  120mg/m2  IV  dav  4, _ 

PfiCDP--;$  Fj.'Mio  F/-82:  No  patients  have  been  entered  to  date. 


fltf-as*  of  Sj3jicrs  Studied: 


Fi'-82; 


Total  (to  date): 


Before  Completion  o?  Study:  14 


Sericus/IJmExRccteo  Side  Effects  in  Subjects  P a? r sc 'D.\r • jg  in  Project ( i -  no'.:  so  st-st*): 

NONE 


Co.-::l'J3IO.i5: 


Too  Soon 


Full! cations  oi  Abstracts.  FY-S2: 


NONE 

i 

f 

f 

I 


Date 26  Jan  83 

Work  Emit  No.:  1700 

Status:  Iktexih  x  Fi.-iaj 

Startku  Date: 

15  June  1980 

Date  OF  CcflH-cTiKl:  Dec  1983 

Key  Uaos:  Apnea,  Hypothyroid 


Title  cf  Project: 


Sleep  Apnea  in  Hypothyroid  Patients 


Principal  IwesTiGATca's' 


1  UlaudK  J,  TOttri  m.  Me 


MC 


ASSOCIATE  If!VESTrGATP3(s):  Kenneth  D.  Burman,  LTC,  MC,  Bahman  Jabbari,  LTC,  MC 


Facility:  KW!C 

Dept/Svc: 

Medicine /Pulmonary 

Accumulative  fSJCASE  Cost: 

Accumulative  CoiiTRAcr  Cost: 

Accumulative  Supply  Cost: 

FY-85  RECCASE:  Contract  Cost:  Supply  Cost: 

Date  of  Committee  A?provai_0fo  _ 
Annual  Progress  Report  FEd  2  5  1983 

1 

in  hypothyroid  patients. 


TSCHHiCAL  APPROACH :  Using  standard  polysomnographic  techniques  patients  will  be 
monitored  during  sleep  and  the  records  analyzed- for  the 

_ relative  frequency  and  type  of  apnea. _ 

Process  Pacino  FY-82:  Three  additional  patients  with  hypothyroidism  nave  Deen  studied 

and  apneas  during  sleep  noted  in  this  group.  Because  of  the  difficulty  in  obtaining 
patients  with  hypothyroidism  without  treatment  it  is  anticipated  that  this  project 
fiu«3ca  of  Subjects ’Studied;  wiIX  « -Mapiecegm  cumulation  with  anethor  institution.  (belf 

FY-82j _  Total  (to  date)j _  Before  Completion  of  St uor;  10-15 

SERI0US/1!n  EXPECTED  SlOE  EFFECTS  Ifl  SUBJECTS  PaRTICIPATIHG  in  PR3JZCT(iF  IONS  SO  STATS): 

_ _  '■  _ : _ " 

Conclusions: 

Satisfactory  progress. 


Publications  or  Asstracts.  FY-82: 


Progress  During  FY-82:  (continued)  Patients  with  hypothyroidism  and 
apnea  have  been  identified  at  the  University  of  Colorado,  Denver, 
and  it  is  proposed  that  patients  from  both  Medical  Centers  be 
reported  simultaneously  in  one  publication.  Dr.  Clifford  W.  Zwillich 
has  agreed  to  a  collaborative  publication. 
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Dirt  fa.:  1701 


Date;26  Jan  83 


toy 


Status:  forem  y _ x  F  i:u»_ 


STARTK.S  Date:  December  1980 _ Date  of  CopplETIKI:  i  g83 

fev  faftPS:  Medroxy  Progesterone  Acetate,  Apnea _ 

Title  CF  PROJECT:  Medroxy  Progesterone  Acetate,  (MPA)  in  the  Sleep  Apnea  Syndrome 


(SAS) 


PRINCIPAL  IweSTtcarcaCs?:  Krishnan  R.  Rajagopal,  MAJ,  MC 

“  Bahman  Jabbari,  LTC.-MC,  CLaude  J. 

Associate  lKvesrr6AToa(s):  Keith  k.  Hunt,  ir..  col,  mc _ 


Teiris,  LTC,  MC 


Facility;  KWC 


Dept/S'/C:  Medicine /Pulmonary 


Accumulative  FEOCASE  Cost: 


Accumulative  Cain* act  Cost: 


FY-85  RECCASE;  Contract  Cost;  Supply  Cost: 


Accumulative  Supply  Cost: 


Date  of  Committee  Approv, 
AfIHUAL  PROGRESS  REPORT 


M 


25jaas 


Study  03J=CTIVE:  To  determine  the  efficacy  of  Medroxy  Progesterone  Acetate  in  the  Sleep 

- — - - -  Apnea  Syndrome.  Changes  in  frequency  ana  duration  of  apneic  episodes 

.d^be^eval^ted^^nd  improved  chemoresponeiveness  as  a  possible  mode  of  action 

TSCHHiCAL  Approach :  Nocturnal  polysomnography,  hypercapnic  and  loading  responses  will 
be  performed  prior  to,  during  and  after  a  4  week  treatment  period  with  20mg  t.i.d.  of 
medroxy  progesterone  acetate.  _ _ 

Process  FY-82:  Three  additional  patients  were  studied  and  the  necessary  data 

obtained.  Excellent  sleep  recordings  have  been  obtained  and  tests  of  respiratory  control 
well  rnlerafpri. — The  large  amount-  nf  tiara  rhaf  has  been  accumulated  thus  far  is  now..  ,  . 

faKSca  OF  Subjects  Studied:  (below) 


FY-82: 


Total  (to  date): 


Before  Completion  o?  Study:  15-20 


Serious/Unexpected  Shjs  Effects  in  Subjects  Participating  in  ProjectUf  ions  so  stats): 

no  patient  in  this  study  has  had  any  side  effects. 

•  /'  • 

Conclusions:  Excellent  progress  has  been  achieved  and  the  study  is  near  completion. 
The  tremendous  amount  of  data  that  has  been  obtained  has  to  be  critically  analyzed 
and  is  this  is  being  done  with  computer  help  at  the  medical  school. 


PUBLICATIONS  0*  ABSTRACTS.  FY-82:  RAJAGOPAL,  KR,  ABBRECHT,  PH,  McCUMBER,  TR,  HUNT,  KK: 
Medroxy  progesterone  acetate  in  Obstructive  Sleep  Apnea.  Amer  Rev  Respir  Dis 
1982,  125(4) :128.  (2)  ABBRECHT,  PH,  RAJAGOPAL,  KR:  Determination  of  Inspiratory 
flow  resistive  load  dependent  respiratory  drive  in  normal  and  sleep  apneic  subjects. 
Federation  Prceedings  1982,  41:1103.  (3)  RAJAGOPAL,  KR,  ABBRECHT,  PH,  TELLIS,  CJ: 
Control  of  breathing  in  obstructive  sleep  apnea.  Submitted  (4)  ABBRECHT,  PH,  RAJAGOPAL 
KR,  BRYANT,  HJ:  Respiratory  drive  components  in  flow  resistive  loading  for  normal  and 
sleep  apneic  men.  Submitted 

Progress  During  FY-82:  (continued)  being  analyzed  with  computer 
programming  available  at  the  Uniformed  Services  Medical  School. 
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Date:27  Jan  83  toy  Chit  Ro.:  1702 _ 1  Status:  {iiterim _ x  Fi,"a‘_ _ 

St/wtkJB  Date:  October  1981 _ Date  of  Ccm.eriKi:  December  1984 

KgY  Ifcaas:  Control  of  Breathing,  Dementia _ _ 

TITLE  CF  Project:  Ventilatory  Response  to  Carbon  Dioxide  in  Presenile  Dementia 


pRIKCIPAL  I«f/£ST(GATCaCs>:  Krishnan  R.  Rajagopal,  MAJ.  MC _ 

'  Bahman  Jabbari,  LTC,  .ml,  K.eith  a.  nunc 

Associate  IhvestigatorCs): _ _ _ 

Psrn  itv-  U5LVT  I  riror/^>v-  Medicine/Pulmonary 


Facility:  K3AXC 
Accuwlativh  PEBCASE  Cost: 


I  DEPT/Svc:  neaicme/  ruimonary _ • 

Accumulative  Contract  Cost:  f  Accumulative  Supply  Cost: 


FY-83  rECCASS:  Contract  Cost:  Supply  Cost: 


Date  of  Committee  Approval  I)r„ 

Annual  Progress  Report  FEB  2  5  1983 


Sr  oy  Osj^CTI v” •  test  resp  IFafory ~ con fYin " TffffCtertT iTiTTMitr ■Preraen lie  tteweo* ia 

— - 2 - — ’  to  thest  the  hypothesis  that  load  compensation  is  manifested  only 

in  the  presence  of  intact  cerebral  cortical  function. 

TECHNICAL  Approach :  ventilatory  and  loading  responses  to  hypercapnia  will  be  assessed 

in  10  subjects  and  compared  to  results  obtained  by  similar  techniques  in  volunteer 
controls. _ _ _ _ _ 

PROGRESS  During  FY-82:  After  final  approval  was  obtained  rrom  tioC,  Fl.  3k-  two  patients 
were  tested  on  the  ventilatory  hypercapnic  response  circuit. 

Patient  attention  span  has  been  small  and  there  has  been  technical  difficulties  (below 

Hur-SST  Or  Su3JcCTS  STUDIED: 


Total  (to  date): 


Before  Completion  of  Study:  10 


ScRious/Uhexpscted  Side  Effects  in  Subjects  Participating  in  Prsj=ct(if  ions  so  state); 


CONCLUSIONS:  It  has  been  difficult  to  find  patients  that  adequately  meet  the 
criteria  for  the  protocol,  however,  it  is  anticipated  that  over  a  2  year  span 
the  study  can  he  completed. 


Publications  or  Abstracts.  FY-82: 

Progress  During  FY-82:  (continued)  in  performing  the  test  in  the 
group.  Subsequently,  it  was  decided  to  attempt  the  test  only  on 
non  psychotic  presenile  dementia  patients.  It  has  been  difficult 
to  find  such  patients,  however,  it  is  anticipated  that  over  the 
span  of  two  years  enough  pat  lent s . wil 1  be  obtained  to  complete 
the  trial. 


244 


Date:  27  Jan  83|  fay  Uh;t  ftp.:  ^7°3 


Status:  [htlSIh  X  Fun. 


Start Date:  July  1980 


Date  Of  CCKPUTlfcl:  December  1984 


Key  Ucaas: _ 

TlTLE  CF  PROJECT:  Comparison  of  daily  vs  alternate  day  Prednisone  therapy  in 
pulmonary  sarcoidosis. 


fei«et?AL  Ifp/esTtGATaais): 


B.  Lynn  Peaster,  M.D.  MaJ,  mu 


ASSOCIATE  IhvestFGATOR(s):  Larry  spratling,  M.D.  t  Claude  J.  Tellis,  LTC,  MC 
Facility:  KRtfC _ 


Dept/Svc:  Medicine /Pulmonary 


Accumulative  P3EDCASS  Cost: 


Accumulative  Contract  Cost: 


Accumulative  Sjpply  Cost: 


FY-83  KECCASE:  Contract  Cost:  Supply  Cost: 


Date  o?  Committee  Approval  Of 
Annual  Pxostiss  Report  FFr  2  5  xvn 


'f o“3e terai^'Tf el^T5^^-rr6TiTrtsOTre~t*CTap^4«~aBma±f ec t  ive 
■  ■  as  daily  therapy  in  the  treatment  of  pulmonary  sarcoidosis 


TECHNICAL  Approach :  Patients  with  Stage  ii  sarcoia  will  b£  raiuluiuly  assigned  to 

every  day  or  alternate  day  therapy  for  6  months.  Clinical  status, 
CXR,  pulmonary  functions  and  serum  chemistries  will  be  followed. 

PacsafSS  foaiuo  FY-82:  pew  additional  patients  have  been  studied.  Patients  rrom  other 
medical  centers  are  also  being  included  and  hopefully  the  project  will  be  completed 

On  J-Mma-  _ __ _ _ _ 

Dumber  of  Subjects  Studied: 

PY"8?] _ LQ _  Total  (to  oats),:  25  Before  Copletion  of  Study:  50-100 

Sep.ious/Unexpecteo  Shis  Effects  in  Su3J£cts  Participates  in  Project(if  rone  so  state):  • 

_ None _  ‘  .■ 

CONCLUSIONS:  Progress  has  been  satisfactory  and  hopefully  prococox  will  be  completed 
on  time. 


Publications  or  Abstracts.  FY-82: 
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Date;  28  Jan  sj  fay  Chit  No.:  1704 


Status: I uteri  h  x  Fi;uj_ 


Start  i?l»  Date:  October  1980 


Date  Or  Ccyet-cTici:  December  1984 


Key  Nords: 


high  frequency  ventilation,  ARDS 


Title  CF  PROJECT: High  frequency  positive  pressure  ventilation  (HFPPV)  in  patients 
with  respiratory  failure 


Principal  IsvESTICATCa's?:  James, J.  Bombenger,  MAJ,  MC _ 

AyreraTF  IfivESTroftTORCs) : s • s •  Derderian,  MAJ,  MC,  Krishnan  R.  Rajagopal,  MAJ,  MC 


Facility:  KW£ 

Dept/Svc:  Medicine/Pulmonary 

Accumulative  FECCASE  Cost: 

Accumulative  Contract  Cost: 

Accumulative  Supply  Cost: 

FY-85  REECASE:  Contract  Cost:  Supply  Cost: 

Date  of  CcknsTTEE  Approval  Of 

Annual  Prosress  Report  FEB  2  5  tom 

1 

^  AlBrTflri  IO  test  nypotnesib  tiiau  nrrrv  uuxy  uc 

'  YP^-UJE.-  respiratory  failure  who  cannot  be  supported  by  conventional  means. 


initiated  and  physiologic  and  hemodynamic  measurements  mai 
his/her  own  control  and  there  will  be  no  random  selection 

fiscal  year.  It  is  anticipates  tne  when  equipmei 


Progress  Duawo  FY-82: 

Care  Unit  during  this 
available  this  year  an  average 


lOlyuul,  could  not 

the  intensive 


year.  It  is  anticipated  the  when  equipment  becomes 

;e  of  5-10  patients  should  be  studied  over  a  6  month  perioc 


ftpSca  of  Subjects  Studied: 


FY-82: 


Total  (to  date): 


Before  Completion  o?  Study: 


20 


Serious/Umsxpecteo  Side  Effects  in  Subjects  Participates  jh  PrdjectGf  joss  so  state): 

None 

COMCLUSIOHS:  Lack  of  the  necessary  equipment  support  has  resulted  in  inadequate 
progress  on  this  protocol.  As  the  equipment  becomes  available  the  study  will  hope 
fully  be  completed  on  time. 


Publications  or  Abstracts.  FY-82: 


Associate  Inves clga tor ( s ) :  (continued) 

Claude  J.  Tellis,  LTC  MC 
Keith  K.  Hunt,  Jr.,  COL  MC 
Peter  H.  Abbrecht 


246 


fate:27  Jan  83  foxOurfa.:  1705 


Status:  lunam  x  Fuat. 


Start  i.\i»  Date:  November  1980 


Date  o?  Ctm.cTic.-i:  December  1983 


Key  lbR0S:Exerclse  respiratory  control,  loaded  breathing 
Title  CF  Project:  Determinants  of  resistive  loaded  breathing 


ftllfgtFAL  IhYESTISATOR's):  Peter  Abbrecht 


Associate  Investigates):  Krishnan  *•  Rajagopaly  maj, 


MC 


Facility:  H3AHC 


Accumulative  fCECCASE  Cost: 


I 


D»»t/S(«:'  Medicine /Pulmonary 


Accumulative  Contract  Cost: 


FY-85  RECCASE: .  Contract  Cost:  Supply  Cost: 


Accumulative  Supply  Cost: 


Date  of  Ccmiittee  Approval  Of 

few*.  P*03R=ss  Report  FEB  2  5  ran 


Stjoy  Objective:  SSs&IHo^S  •5SSM2il=i^ie^|!W^rAi^^1§!^L^kr  WiStS® 

pa?ieniitw??^hc??ofl?cn§bsirSitiviipuJmonaryddii|iseft0ry  drive  10  normal  *ubj«t«  and 


TCCHNiCAL 


responses 

during  loading.  Responses  to  threshold  loading. 


e 

rive 
ventilation 


Prosrfss  Cu?wa  FY-22- Four  n°T~mal  volunteers 'have  Euan  Lea  Led  auieasfully  using  the 

- - - - ; - - - 'above  protocol.  Each  test.run.is  an  extensive,  often  4-5  dav.duratior 

However,  excerllent  tracings  Have  been  obtained  and  more  than  satisfactory  progress  nas 

been  achieved Computer  deduction  of  data  has  been  satisfactory  thus  far. 

toss*  of  Subjects  Studied:  •  •  :  - - 


FY-82: 


Total  (to  date): 


Before  Completion  of  Susy: 


18 


Serious/Uhsxpscteo  Side  Effects  in  Supers  Participates  in  Project(if  fa®  so  stats):  - 

N/a  • 

•  *  .  - 
gress  it  is  antlcipatea’Chat!  Ellis  mmljr  will -be  completed 


Co.'axusrofis:  With  continued  .progi 
— -  by  the  expected  date 


Publications  or  Abstracts.  FY-82: 
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Date:  27  Jan  83 


Start irJts  Date:  May  1981  Date  of  Ccy^LeTiCM:  30  June 


Key  l&QS:  pulmonary  fibrosis,  nocturnal  desaturation 


Title  CF  Project:  Relationship  between  respiratory  control  mechanisms  and  nocturnal 
desaturation' in  diffuse  pulmonary  fibrosis 


PRINCIPAL  IsYESnSATCa's?:  Krishnan  R.  Rajagopal, MAJ,  MC _ 

Associate  Ihvesttgatqr(s) :  ^eitfl\*  *  Hunter?  \  )  tfe 

Facility:  I  Diot/Sw;  Medicine /Pulmonary 


Facility:  KWS_ 
Accumulative  KEGCASE  Cost: 


I  Dept/S/c:  Medicine /Pulmonary 

Acawtanvs  Contract  Cost-  l^cuwiutf  rvs  Sorply  Cost” 


FY-83  rSCCASE: .  Contract  Cost:  Supply  Cost: 


Date  of  Committee  to* oval, 

Annual  Process  Report  Ftf  2  5  1983 


Ct.™,  n»  To  evaluate^ the  reldClonsnip~'prgcwgeiir  respirtteegy^iuniiu  l  mechanisms 

jtuoy  U3Jacri\e.  assessed  in  the  awake  state  and  nocturnal  desaturation  in  a  well 

defined  group  with  pulmonary  fibrosis 

TECHNICAL  A“W0aoi:To  study  subjects  with  pulmonary  fibrosis  witn  ytauilanl  uucturnal  poly- 
- somnographic  techniques  and  identify  the  frequency  and  severity  of 

IS«^iStioSlS!jrfecg°SSE?iri!ll1dhaf§Stf?Skdh?SIEi?l?J?yaSSn1?ti1S!iieSl0°“' 

FV-R?.  The  equipment  neceslAfj/  for 'tile  Btat  L  uf  this  pgotaaal  is  as  yet* e  ow 


raoa?=ss  Rgifg  Fr-8 


Packard  system  were  found 
Dynograph  (  a. multichannel 

Kupsc»  of  Subjects  Studies: 


.  The  equipment  necess 
*  unavailable.  Prelim 
:e  round  to  Be  consist 


FY-8Z: 


Total  (to  oats): 


20  Patients 

Before  Completion  of  Study:  20  controls 


Serious/UtexpcCTcD  Shs  Effects  in  Subjects  Participating  in  ProjectCif  pjjg  so  statc)  • 

N/A  .  '  "  *  _ 

_  _  •  /  ,  *• 

CoxctUalOflS:  xhe  capnometer.  which  is  initially  not  available  is  currently  Being  used 
in  the  laboratory.  However,  a  reliable  polysbmnograph  is  not  available  and  until 
such  equipment  is  available  this  and  other  related  protocols  cannot  be  initiated. 


Publications  or  Abstracts.  FY-82:  ~ 

Technical  Approach:  (continued)  assessed  and  compared  to  data 
obtained  by  similar  techniques  in  controls. 


the  .polysomonograph . 
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0*Tg:27  Jan  83  |  fay  \jtiT  ItO.:  1708 


Sr/.TOS:  l/iT£giq  x  Fi:i» 


StartkJS  Date:  May  1981 


Date  0?  Coyt-STiori:  December  1984 


Key  VfcgDS:  Respiratory  control,  palatal  myclonus 


TlTLE  C?  PROJECT:  Respiratory  control  mechanisms  in  palatal  myclonus 


Principal  IrvestigatcrCs) 


Krishnan  R..  Rajagopal,  MAJ,  MC 


Associate  IhvesttgatorCs): 


Batman  .jaoarri,  CTU7  MC 
Keith  K.  Hunt,  Jr.,  COL,  MC 


j- 


Facility:  KWiC 

Dept/Svc: 

Medicine/Pulmonary  • 

Accumulative  KEOCASE  Cost: 

Accumulative  Contract  Cost: 

Accumulative  Supply  Cost: 

FY-83  FECCASE:  Contract  Cost:  Supply  Cost: 

Date  of  Committee  Apww/ai  n? 
teiwL  Progress  Retort  FEb  2  5  1911 

1 

central  lesions  of  the  brain  stem.'  ■  •  . 

- - - - VVeritTl'a£ory  "ana*  respiratory  ill  ive  -responses  will  be  assessed  during 

TECHNICAL  AyWQACH:  hypercapnic  and  loading  responses  and  compared  to  data  obtained  in 

colunteer  subjects  using  similar  techniques. 

PgQ'SRcSS  Ikp.lin  FY-32:  One  additional  patient  with  palatal  myclonus  has  been  studied . 

Even  though  this  is  an  extremely  rare  disorder  we  have  already  studied  four  subjects. 
It  is  conceivable  that  within  the  time  of  the  protocol  the  required  number  of  patients 


tiursea  o?  Subjects  Studied:  wil1  be  studied . 
FY-82:  l  Total  (to  date):  .  4 


Before  Completion  of  Study:  6 


&Riou$/UfiEX?sctEO  Side  Effects  in  Subjects  Participating  in  ProjectCif  kks  so  state): 
_  n/a  • 

Conclusions;  Satisfactory  progress  and  the  protocol  snouid  be  cuiuplmed  on  time. 


Publications  at  Abstracts.  FY-82: 
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Pats:  27  Jan  83)  toy  Unit  tip.:  1709 
Stash:!;  Datb;  Margh  1981 


_ [Status:  Ihterim  x  Firm 

Date  cf  Co^istiki:  December  1984 


Key  Uqrqs:  lung  mechanics,  mixed  connective  tissue  disease _ 

Title  r?  Ppoj;cT‘  function  in  subjects  with  mixed  connective  tissue  disease 


PRINCIPAL  iMVSSTIGATOftCs):  Claude  J.  Tellis,  LTC»  MC  Sarkis  S.  Derderian,  MAJ,  MC 
Associate  InvestigatorCs):  KrishnaA  r.  RajagopAi,  MAJ,  MC  ■  *■ 


Facility:  W3Av£ 


Accumulative  rEGCASS  Cost: 


Dept/Sac: 


Medic ine / Pulmonary 


Accumulative  Contract  Cost: 


FY-83  rECCASE:  Contract  Cost:  Supply  Cost: 


Accu‘-?jlativs  Supply  Cost: 


Date  of  ^mittse  Approval  Of 
Annual  Paosasss  Report  FEB  2  5  iQfll 


Stuoy  03J£CTtV£:  evaluate  abnormalities  and  pulmonary'7uRctlohs-Trr_airtTeared’  and 

treated  patients  with  mixed,  connective  tissue  disease. 


'ISCHHiCAL  APPROACH:  To  include  a  history  and  physical  examination  and  routine  and 
sophisticated  tests  of  pulmonary  functions.  Such  tests  would  inc-lude  lung  volumes,  flo’ 
and  tests  of  respiratory  mechanics  to  include  compliance.  Tests  of  distributional 

PROGRESS  CuRIKO ,FY-82:  A  few  subjects  with  mixed  connective  tissue  disease  that  havebbeen^ 
referred  to  this  service  have  been  studied.  Adequate  material  has  been  obtained  but  he 
not  bee  subject  to  statistical  analysis. _ 

ftessa  of  Subjects  Studied:  "  •  - - — 

FY'82-^ - - -  Tot«-  <to  date):  1 2  Before  Cow_Enav  o?  Stuoy:  15~2Q 

ScRIOUS/UrtEXPcCTED  SfOs  ErFECTS  HI  SU3JECTS  PARTICIPATING  If!  PtIOJECT(lF  ROSE  $0  STATE); 

No  major  sides  effects  were  noted* with  this  study. 

Craq-UStOfis:  Fairly  adequate  progress  has  been  made  with  this  protocol  and  because  of  the 
limited  number  of  patients  with  mixed  connective  tissue  disease  that  are  available  for 
study  it  has  been  difficult  to  increase  the  number  of  subjects  studied.  It  is  however, 
anticipated  that  the  study  could  be  completed  on  time. 


Publications  <r  Abstracts.  FY-82: 


Technical  Approach:  (continued)  ventilation  including  nitrogen 
washout,  and  tests  of  airways  resistance  and  small  airways  functi 

Ball°on  ^Pe  catheters  will  be  used  for 


on 


measurement  of  compliance  and  trao-sdiaphragmatic  pressu 


re 
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Date: 2 7  Jan  83 

Work  Chit  to.:  1710 

EB53K5HMEB 

Fi:yL 

Start ias  Date: 

March  1981 

Date  C?  Coy^ETIKi:  December 

1984 

Keywords:  control  of  breathing,  nocturnal  desaturation,  obesity _ 

Title  cf  Project: 

Relationship  between 
desaturation  ‘in  obese 

respiratory  control  mechanisms  and  nocturnal 
subjects 

Principal  I»/SSTISATca(s):  Warren  I.  Tainamoto,  CPT,  MC,  Krishnan  R.  Rajagopal,  ‘MAJ ,  MC 
Associate  If!V£STn*ATOll(s) t  Keith  K .  'Hun t .  Jr.»  COL',  MC,  Kenneth  D.  Bundtflr  1*TC ,  Md*' ■ 


Facility:  WWE 


Dgpr/Svc: 


Medicine /Pulmonary 


AceuwLATiva  rEGCASE  Cost:  Accumulative  Contract  Cost: 


FY-85  F2ECCASE:  Contract  Cost;  Supply  Cost: 


Acojk'jlativs  Sjpply  Cost: 


jtSft £%£?&*& IS  M 


Stody  Objective:  Assess  the  frequency  and  severity  of  nocturnal  desaturation  in 
11  —  ■“  asymptomatic1  obese  subjects  and  to  assess  the  relationship  betijften 

respiratory  control  mechanisms  and  nocturnal  desaturation  in  obese  pts  vs  non-obese  contrt 

TCrwitc-v  Approach-  Respiratory  control  mechanisms  will  be  assessed  using  hypercapnic  and 
flow  resistive  loading  responses.  Standard  noctqrnal  polysomnographic 

Paon^ss  D-jphk  FY-JP-  Xhe  Hewlett-Packard  capnometer  with  transcucanedlis  monitoring 

- 1 — : - =’  capability  of  arterial  C02  is  currently  available  in  the  laboratory . 

However,  as  mentioned  in  the  annual  report  of  yet, another  protocol  the  lack  of  availabili 
a  polysomnograph  has  been  an  major  obstacle.  Until  a  polysomnograph  is  availabie( below) 

(Jufsea  of  Ssjcas  Sruaiea;  "  "  "  subjects) 


FY-82: 


Total  (to  oats): 


Before  Ccwn-Enav  of  Stud y: 


40 


(20  controls) 


Serious/Uiexpscteo  Suss  Effects  in  Su3JHcts  Participatikg  in  ProjectCif  boss  so  stat*): 

N/A  '  ' 

CONCLUSIOSS:  The  study  will  begin  when  multi-channel  recording  capabi±iy  is  available 
in  this  laboratory. 


Publications  or  Asstracts.  FY-82: 

Technical  Approach:  (continued)  nocturnal  desaturatioh  episodes 
will  be  analyzed  using  appropriate  statistical  methods. 

Progress  During  FY-82:  (continued)  for  multichannel  recording  is 
available  this  protocol  cannot  be *ini t ia ted . 
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Pats:27  Jan  83  1  foyfr/ffto.:  1711 


1  Status:  I»te nm  *  Ft;.", 


yi. 


Start  ns  Date:  29'  May  1981 


Date  op  OyfitcTlRi:  December  1983 


K*Ytt5ROS-  Psoriatic  arthritis,  pulmonary  function  testing 


JjTLg  c?  PROJECT:  Pulmonary  Function  in  Psoriatic  Arthritis 


PRINCIPAL  IsVESTIgATOaCs):  B.  Lynn  Feaster,  MAJ,  MC 


Associate  IkvesttcaTOrCs):  Krishnan  ~R.  RajagopalyMAJ,  MC.  R.  Raskin,  Me  >- 


Facility:  C 


Accumulative  FECCASE  Cost: 


Dst/Svc:  Medicine/Pulmohary 


Accumulative  Contract  Cost: 


FY-85  fSJCASE:  Contract  Cost:  Supply  Cost 


Accumulative  Supply  Cost; 


Date  o?  Ccwuttee  Approve  Of 
Annual  Progress  Report  FEB  2  5  IQft? 


- - - =sf5=a5t5CT^:^=^S[^^=5rTfflir^y5f5rerg5=^5:  patienEswUh 

5TCQY  U3J5CTIVE: _ _ 


psoriatic  arthritis 


TCfUH:-..  toMOidi-  To  obtain  complete- pulmonary  function  cesUug,  ^Lerl<xl  blood  gases 
— - ~ - — 1 — ’  lung  compliance  and  related  measurements  of  lung. mechanics  of  patients 

with  psoriatic  arthritis 


PROSR535  Rkub  FY-82:  Equipment  that  is  necessary  has  been  obtained.  About  10  patients 
~  '  _  have  been  studied  using  this  protocol  and  abnormalities  in  pulmonary 

function  has  been  observed  in  a  few.  _ _ _ _ 


f&Ksaa  of  Subjects  Smorea: 

FY-82:  1 0  Total  (to  date): 


_L£L 


Before  Completion  of  Study:  20 


SERtOUS/lfrfiXPSCTED  SfCE  EFFECTS  IN  Su3J3CTS  PARTICIPATING  lit  P«3JECT(lF  KKs  SO  STATS): 
None  , 


CONCLUSIONS:  Adequate  progress  has  been  made. 


Publications  or  Abstracts.  FY-82: 
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te:10'1'82  IfaKAnrb.:  1712 


Status:  iurt/tiN 


Start i.\s  Date:  1  Jul  82  Date  gf  Co-pletip.i: 


Key  5omato  5ensor,y  Evoked  Response- Chrome  Pulmonary  Disease 


Title  cf  Project:  Investigation  of  abnormalities  of  Somato-Sensory  Evoked  Responses 
in  patients  with  chronic  pulmonary  disease 


Bahman  Jabbari ,  LTC,  MC  Krish  Rajabopal  MAJ,  MC 
Principal  Investigator's):  _ “ 


Associate  IwesTiGAToaCs):  Carl  Gunderson  COL  MC 


Facility:  WRA*-!C 


Accumulative  rSEOCASS  Cost:  Accumulative  Contract  Cost:  I  Accumulative  Supply  Cost: 


I! 


■iruiutirmy 


FY-83  r£CCAS£:  Contract  Qjst:  Supply  Cost:  Date  of  Committee  Approval  Of 

I  Annual  Progress  Report  FEB  2  5  igm 


:  To  determine  presence  or  absence  of  dysfunction  of  central  sensory 


Tgpirh^AL  Approach:  Patients  with  established  COPD  are  tested  by  the  somatosensom  and  peri 

pheral  conduction  velocity  studies-Peripheral  and  central  conduction  velocities  are 
measured. _ _ 

fRoy^s.puRino  FY-82:  One  patient  with  CPD  was  tested.  The  central  conduction  time  was 
normal.  Tne  peripheral  sensory  conduction  was  delayed. 


flueeR  of  Subjects  Studied: 

FY-82:  1  Total  (to  date): 


Befop.e  Cosmetic.'!  of  Study: 


Ser i ous/Unexpscteo  Side  Effects  in  Subjects  Participating  in  Project(if  nine  so  state): 

None 

Co.\’rLU5  * 

— — - '  This  study  showed  presence  of  a  peripheral  neuropathy. 

The  central  sensory  conduction  was  normal. 


Publications  or  Abstracts.  FY-82: 
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I 


Date:  11/10/82  I  UoaKEmTfa.:  1803 


Status:  Ihtsbih 


Fi:ml 


Startias  Date: 


Date  of  CofteTuxi: 


fey  Uspjs: 


TERMINATION  OF  PROJECT 


Title  c?  Project: 

FAMILY  WITH  HEREDITARY  MYXO- VASCULAR  FIBROMAS 


Principal  I«wEsn<aTUirCs>_: 


Associate  IrvesttgatorCs): 


wxiw  t  PFTPPgnM,  mat,  Mr  (He  is  no  longer  at  WRAMC) 


Facility!  KWC 


Accuwiativh  fEDCASE  Cost: 


Dept/Svc: 


DERMATOLOGY  SERVICE 


Accuwuutivs  Cchtract  Cost: 


FT-®  rECCASE:  Contract  Cost:  Supply  Cost: 


Accumulative  Supply  Cost: 


Date  of  fowrreg  Approval  Of 
Annual  Progress  Report 


Study  Objective: 


technical  Approach: 


Progress  Cteins  FY-S2: 


Buk3SR  of  Sbjccts  Studied:  ,  • 

•  • 

FY-82:  Total  (to  oats):  _  Before  Completion  of  Study: 

ScRious/Unexpecteo  Side  Effects  in  Sbjkts  Participatihs  in  ProjectCif  rone  so  stats): 


Conclusions: 


PU8LICATIOHS  OR  ABSTRACTS.  FY-82: 


254 


Date:  12  Nov.82|  foy  CmT  Ka.:  ^804 
Sta3TK.S  Date:  1  October  1982 _ 


_  I  Status:  Ihtebih _ 

Date  Or  CcpfLcTlO.'!:  anticipated  June' 83 


j>EY  UgOS:  Intralesional  Bleomvrln.  Wart  treatment _ 

Title  Cf  Pa OJECT:  Warts,  Treatment  with  Intralesional  Bleomycin 


PRINCIPAL  IkySSTIOATCrCs):  Charles  B.  Weber,  Ma j  .  MC _  .  .  * 

Associate  IkvestTCAto(s):  Leonard  Sperling.  Cijt.  'he  &  Stacey  McMarlihV*9bl.~  MC 
Facility;  tiRftHC   1  Dept/Svc: 


Accumulative  rECCASS  Cost: 

$0.00 


Dermatology;  O.C.  Col.MC/Chlef 


Accumulative  Contract  Cost: 

• _ ' _ $0.00 


FY-85  rECCASE: .  Contract  Cost: .  Supply  Cost: 
_ _ $Q.QQ—  _  $0.00 


Accukulat i vs  Supply  Cost*. 
••  *  •  $0-00 


Date  of Committee  Approval  0? 
few wl  Progress  Report  FEB  2  5  1983 


Study  Qsjective: 

Doyble-blind- test  of  whether  intralesional  bleomycin  is  on 
effective  treatment  for  previously'  treatment-resistant  warts. 


TECHNICAL  Approach: 

Use  patient  as  their  own  control  by  injecting  one  wart  with 
bleomycin  and  another  wart  with  diluent. 


Prcsssss  During  FY-82:  •  . 

~  :  Code,  not  broken,  but  in  double-blinded  patients,  one  wart 

has  .shown  resolution,  while  the  other  one  injected  had  no  change. 


Buss*  of  SjucCts  Studied; 

FY-82:  three  Total  (to  date):  three 


Before  Completion  of  Study: 


100 


Serious/Unexpected  Sks  Effects  in  Su3jects  Participating  in  ProjectCif  hots  so  state): 


none 


CoxCLUS IONS:  Preliminary  results  look  promising. 


Publications  os  Asstracts.  FY-82:  none 
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pATC;  Oct  1982  Way  ton  Ko.:  1905 _ [ S]»ros :  J«tebih_X - Final 

Start  kj  Date:  27  Sep  1977 _ jUrg  of  Cg^jnc;^  J.983 - 

KVv  livns*  Neisseria  gonorrhoeae ,  local  Immunity  ' _ 

TiTtE  Cr  Project:  Loca^-  In®une  Response  to  Neisseria  gonorthoeae  in  Humans 


Principal  IhvesticWs):  c-  TRAMONT  COL  KC 

- ■  John  W.  tsosiego  ,  MAJ  ,  MC 

Asscc iate  IfyesTlC-ftTOs(s):  Jennie  Ciak,  GS-12 _ 


Facility:  KRffiC _ [  Dept/Svc:  Infectious  Disease  Service 


Accumulative  i£DCAS£  Cost:  Accumulative  Ccuiract  Cost:  Accumulative  Supply  Cost 

$20,000.00  $1,000.00 _ 


FY-83  rECCASS:  Contract  Cost:  Supply  Cost:  Date  o?  Committee  Approval  Of 


1,000.00 


Annual  Progress  Report 


Stuoy  03j=ctive:  To  stU{*y  the  local  immune  response  to  mucosal  infection 
with  N.  gonorrhoeae  or  to  immunization  with  a  gonococcal 
vaccine . 


TECHNICAL  Approach :  Male  and  female  local  secretions  are  collected  following 
natural  infection  or  insnunization.  Antibody  levels  are  measured  by  ELISA 
or  SPRIA.  Functional  antibodies  are  measured  via  the  inhibition  of  attachment  assa- 


Prcgress  Curing  FY-82: 


(See  attached  sheet) 


HnSER  Or  Subjects  Studied:  All  human  subjects  immunized  under  separate  protocol 
FY-82j _  Total  (to  date): _ Before  Completion  of  Study: 


ScRIOUS/UnEXPcCTED  SlDE  EFFECTS  IN  Su3j:CTS  PARTICIPATING  IN  PROJECT^?  l:0X£  SO  STATE): 


Conclusions 


•  These  findings  suggest  that  a  gonococcal  pilus  vaccine 
may  be  efficacious  in  preventing  gonorrhea. 


Publications  o.r  Assi^acts.  P/-82 : 
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Progress  during  FY-82 : 

1.  Monoclonal  antibodies  were  raised  which  are  specific  against  N. 
gonorrheae  pili  (the  gonococcal  vaccine) .  These  antibodies  are 
to  be  used  to  study  the  antigenic  heterogeneity  of  gonococcal 
pili. 

2.  Local  antibodies  induced  by  the  gonococcal  pilus  vaccine  were 
further  evaluated  and  found  to  bind  to  heterologous  pili.  These 
antibodies  also  inhibit  the  binding  of  homologous  and  heterologous 
strains' of  N.  gonorrheae  to  epithelial  cells. 

3.  The  "functional"  antibody  which  inhibits  binding  of  heterologous 
strains  to  human  epithelial  cells  can  be  absorbed  by  a  single 
heterologous  strain.  This  suggests  there  is  a  common  determinant 
shared  by  many  gonococcal  pili  which  reacts  with  a  functional 
antibody  indiced  by  a  single  pilus  strain. 
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, , ,,  32,32^ 


fey  1&S)S:  I  g  i  s  hm*  n  -i  a  c  -i  c  ;  Froaf-manf;  pawtaualonJ-  anHmnny.;  .EgatPStam 

Title  cf  Project:  Evaluation  of  sodium  stibogluconate  (Pentostam)  in  the 
treatment  of  cutaneous  leishmaniasis. 


fegisss&h  L.U.. 

ASSOCIATE  IfjVcSTIGAToaCs):  Pamplinr  r..  r  Chulay.  J. _ 


Facility:  VRtf-1 C 


1  Dept/Svc:  Medicine/  Infectious  Disease 


Accumulative  HEGCASE  Cost: 
0 


Accumulative  Contract  Cost: 

0 


Accumulative  Supply  Cost: 

$4,000-.  00 


FY-83  rSC^ASS: 


Contract  Cost: 

0 


Supply  Cost: 

$2,000.00 


Date  of  Committee  Approval  Of  a 
Annual  Progress  Report  Zo  Jan  1982 


Study  Objective:  a  To  evaluate  the  efficacy  of  different  regimens  of  sodium.  . 
stiDotluconate  Pentostam)  for  the  treatment  of  cutaneous  leishmaniasis,  (b) 

To  observe  for  Iona  term  sequelae  of  leishmaniasis  and  its  treatment  in  mil,  personne 

technical  Approach:  Unchanged 


Progress  Dup.uig  FY-82: 


flu-sea  of  Su3jects  Studied: 

FY-S2j _  Total  (to  oats): _ _  Before  Completion  a-  Studyj _ 

Ssrious/Umsxpecteo  Side  Effects  hi  Subjects  Participates  hi  Project (  if  home  so  state): 

None _ 

Conclusions: 

See  inclosed  write-up 


Publications  or  Abstracts.  FY-82: 

See  Inclosed  write-up 
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Work  Unit  #1908 


p 

Protocol:  Evaluation  of  Sodium  Stibogluconate  (Pentostam  )  in  the  Treatment 
of  Cutaneous  Leishmaniasis. 


Investigators:  Charles  N.  Oster,  M.D.,  LTC,  MC 

Jeffrey  0.  Chulay,  M.D.,  LTC,  MC 
Jonathan  D.  Berman,  M.D.,  MAJ,  MC 
W.  Ripley  Ballou,  M.D.,  MAJ,  MC 

Since  1978  we  have  seen  59  patients  with  cutaneous  leishmaniasis.  55  had 
American  cutaneous  leishmaniasis:  50  of  these  acquired  their  disease  in 
Panama.  Among  34  patients  with  a  short  period  of  exposure,  the  incubation 
period  ranged  from  4-81  days.  Diagnosis  was  delayed  an  average  of  90  days 
after  onset,  due  to  a  combination  of  the  patients'  delays  in  seeking  medical 
attention  (36  days),  physicians'  delays  in  suspecting  the  right  diagnosis  (38 
days)  and  delays  due  to  difficulties  in  laboratory  comfirmation  of  this 
diagnosis  (16  days).  Fifteen  patients  had  atypical,  non-ulcerative  lesions 
that  would  not  have  been  recognized  if  leishmanial  cultures  had  not  been 
obtained.  Only  30  of  54  patients  (56*)  were  cured  with  the  initial  course  of 
sodium  stibogluconate.  Lesions  larger  than  2  cm  diameter  were  less  likely  to 
respond  than  smaller  lesions  (40*  vs  89X,  P=0.016). 

Pharmacokinetic  studies  of  our  patients  (Pamplin,  et  al)  demonstrated 
very  rapid  clearance  of  sodium  stibogluconate.  Therefore,  when  giving  this 
drug  on  the  standard  once  daily  schedule,  measurable  blood  levels  are  present 
only  for  the  first  6  hours  of  each  day.  On  the  basis  of  this  data,  we 
speculated  that  the  poor  rate  of  response  to  treatment  was  due  to  the 
administration  schedule.  We  tested  this  hypothesis  by  randomly  assigning 
patients  with  leishmaniasis  to  receive  sodium  stibogluconate  by  three 
schedules:  A-once  daily,  B-continuous  infusion,  and  C-eight  hourly.  All 
received  10  mg/kg/d,  to  a  maximum  daily  dose  of  600  mg,  for  10  days.  36 
patients  were  treated  under  this  protocol.  The  overall  response  rate  to  the 
first  course  of  therapy  was  63*,  but  was  better  for  schedule  A  (100X)  than  B 
(50*)  or  C(42X)  (P=0.006).  Seven  additional  patients  were  treated 
concurrently  with  the  standard,  once  daily,  sodium  stibogluconate  schedule; 
only  4(57*)  of  these  responded  to  the  first  course. 

We  are  unable  to  explain  the  difference  in  the  rates  of  response  between 
the  identical,  once-daily  schedules,  A  and  standard.  Patients  with  lesions 
larger  than  2  cm  diameter  were  equally  distributed  between  the  groups.  We 
have  speciated  the  parasites  isolated  from  20  of  these  patients  using 
isoenzyme  technics:  9  were  L.  braziliensis.  7  U  mexicana,  3  L_.  chaqasi .  and 
1  unique,  as  yet  unidentified  organism.  Tfie  response  to  treatment  was  lower 
for  patients  Infected  with  L.  braziliensis  than  with  the  other  species  (2  of  9 
vs  10  of  11,  P*0.003).  L. JFraz^Hensls  lesions  were  also  larger  (3.6  +_  1.4  cm 
vs  1.7  +  1.1,  P  0.005).  Therefore,  It  is  not  clear  whether  the  low  response 
rate  o7  the  L_.  braziliensis  lesions  is  due  to  their  larger  size,  or  to  some 
other  property  of  this  species.  L_.  braziliensis  patients  were  equally 
distributed  among  the  treatment  groups;  therefore,  chance  assignment  of  fewer 
L.  braziliensis  patients  to  group  A  does  not  explain  its  better  response 
rateT  Also,  clinical  treatment  failures  do  not  appear  to  be  due  to  parasitic 
resistance  to  sodium  stibogluconate  (Berman  et  al). 
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Work  Unit  #1908 


Our  experience  with  patients  with  cutaneous  leishmaniasis  has  identified 
several  problems  which  we  will  investigate: 

1)  Diagnosis:  The  lesions  of  American  cutaneous  leishmaniasis  often 
contain  few  parasites.  Consequently,  demonstrating  the  organism  by  the 
currently  available  technics  (histopathology  and  culture)  is  a  laborious, 
frequently  unrewarding  task.  We  will  investigate  newer  technics  of  hopefully 
greater  sensitivity:  monoclonal  antibodies,  K-DNA  probes,  and  Western  blot 
analysis  of  antibody  response  to  specific  antigens. 

2)  Treatment:  Our  overall  success  rate  of  60%  with  one  course  of  sodium 
stibogluconate  is  inadequate.  We  will  investigate  whether  higher  doses  of 
sodium  stibogluconate  can  improve  the  response.  Furthermore,  using  the 
technics  mentioned  above,  it  may  be  possible  to  rapidly  identify  the  infecting 
species  and  thus  prospectively  study  the  relationship  between  the  species  and 
the  response  to  treatment. 

Abstracts  and  Publications: 

1.  Pamplin  CL,  Desjardins  R,  Chulay  JD,  Tramont  EC,  Hendricks  LD,  Canfield 
CJ.  Pharmacokinetics  of  antimony  during  sodium  stibogluconate  therapy  for 
cutaneous  leishmaniasis.  Presented  at  the  American  Society  of  Clinical 
Pharmacology  and  Therapeutics.  New  Orleans,  1981. 

2.  Berman  JD,  Chulay  JD,  Hendricks  LD,  Oster  CN.  Susceptibility  of 
clinically  sensitive  and  resistant  Leishmania  to  pentavent  antimony  in 
vitro.  Am  J  Trop  Med  Hyq  1982:  31:495-465. 

3.  Chulay  JD,  Oster  CN,  Hendricks  LD.  American  cutaneous  leishmaniasis: 
clinical  presentation  and  problems  of  management.  Manuscript  in  preparation. 

4.  Oster  CN,  Chulay  JD,  Hendricks  LD,  McGreevy  P.  Pamplin  CL,  Tramont  EC, 
Takafugi  EJ,  Canfield  CJ.  American  cutaneous  leishmaniasis:  a  comparison  of 
three  sodium  stibogluconate  (Pentostanr)  treatment  schedules.  Manuscript  in 
preparation. 
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I 


Date:  7  Oct  82 
Start  i;.s  Date: 


1  toy  to.: 

27  Feb  79 


1911 


_ I  Status:  Iwregig  XX  Fi:-at. 

Date  OF  Ca-r>LETlON:  Extended _ 


Key  Icpjs: _ _ _ _ ' _ _ 

Title  C?  Project:  In  Vitro  Inhibitory  Activity  of  a  Series  of  2-Acetylpyridine 
Thiosemicarbazones  Toward  Clinically  Significant  Bacteria 


PRINCIPAL  I?P/gsriGATC«(s) :  Arthur  S.  Dobek.  Ph.D. 


•  Associate  ItiVcSTtGATglCs):  Daniel  L.  Klayman,  Ph.D.  J.  Bruce  McClain,  HD,  MAJ 


Facility:  KRW-IC 

Dept/Svc:  Department  of  Clinical  Investigation 

Accumulat i Ve  rcGCASE  Cost: 

Accumulative  Cocitract  Cost: 

Accumulative  Supply  Cost: 

•  .$381.09 

FY-85  rlCCASt:  Contract  Cost:  Supply  Cost: 

Date  of  Ccf-wirrEe  Approval  Cb 

Annual  Progress  Report  FEB  2  5  1983 

L . 

STUDY  OBJECTIVE:-  To  determine  the  in  vitro  inhibitory  activity  of  a  series  of 

2-acetyl pyridine  thiosemicarbazones  and  related  compounds  toward 
a  collection  of  clinically  significant  bacterial  organisms. 


TECHNICAL  APPROACH:  The  minimum  inhibitory  concentrations  (MICa)  of  the  62 
compounds  tested  have  already  been  reported  in  the  FY  81  annual  progress  report. 


PROGRESS  DURING  FY-82:  The  serious  illness  of  one  coauthor  (DLK)  has  interrupted 
the  completion  of  a  report  for  publication,  specifically  that  aspect  concerning 
the  interpretation  and  significance  of  the  chemical  structures  as  related  to  their 
MICs.  In  the  meantime  a  request  for  a  time  extension  of  this  protocol  has  been 
submitted  and  approved  so  that  the  MICs  of  classes  of  water-soluble  thiosemicarbazones 
can  hp  determined  . _ _ _ _ _ 

NUMBER  OF  SUBJECTS  TO  BE  STUDIED  BEFORE  COMPLETION  OF  STUDY*'.  N/A 

SERIOUS/UNEXPECTED  SIDE  EFFECTS  IN  SUBJECTS  PARTICIPATING  IN  PROJECT:  N/A 


CONCLUSIONS:  1.  Completion  of  the  report  for  publication  will  be  accomplished  as 
soon  as  .it  is  feasible.  2.  The  water-soluble  thiosemicarbazones 
are  being  chemically  synthesized  and  will  then  be  tested  in  vitro. 


PUBLICATIONS  OR  ABSTRACTS,  FY-82:  Abstract  was  published  and  data  presented  at 
the  annual  meeting  of  the  American  Society  for  Microbiology,  Atlanta,  Georgia, 

Mar  7-12,  1982.  Abstract  title:  Inhibition  of  Clinically  Significant  Bacterial 
Organisms  In  Vitro  by  2-Acylpyridine ,  2-Acetylquinoline  and  1-  and  3-Isoquinoline 
Thiosemicarbazones.  A.S.  Dobek,  D.L.  Klayman,  E.T.  Dickson,  Jr.  and  J.P.  Scovill. 
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Date:  16  Dec  84  fay  fold  f  1*0 ■ :  T 91  3 


SfATUS:  InTcRIM 


Ft;w.  % 


Starting  Date:  22  Jan  1980 _ Date  of  Completion:  Dec  82 _ 

Key  faaas:  Antibiotics/bacterial  susceptibil ity/resistance  mechanisms 
Title  cf  Project:  Laboratory  Investigation  of  new  antibiotics 


Principal  InvestigatorCs):  Charles  fl.  Oster,  LTC,  MC:  Alan  S.  Cross,  LTC,  MC 


Associate  Investigator (s):  ieispr 

C.  Tramont,  ID;  Arthur  S.  Dobek,  Ph.D.:  John  F.  { 

MD:  Dennis  CoDeclco.  Ph.D.:  Ronald  K.  Poropatich,  M.S. 

Facility:  WRAMC 

Dept/Svc:  Medicine/Infectious  Disease  Service 

Accumulative  fiEOCASE  Cost: 

0 

Accumulative  Contract  Cost: 

0 

Accumulative  Supply  Cost: 

$13,500.00 

FY-83  rH^ASt:  Contract  Cost: 

Date  of  Committee  Approval  Of 

Annual  Progress  Report  FEB  2  5  1983 

..... 

... 

Stjoy_03j-ct[ve:  1 .  '  To  Investigate  the* In  VltFo"an"tibYctVrfar'aclfTvlYTes  of  new 

- 1 -  antibiotics  againsfTyaTTBTTa  Isolated  from  patients  at  WRAMC. 

_ 2.  To  investigate  the  mechanisms  of  bacterial  antibiotic  resistance 


TBchn ■. cal  Arrtoach :  v^4-ro  antibacterial  activities  of  antibiotics  are  determined 

using  standard  agar-dilution  techniques. 


Progress  Rjruks  FY-82:  See  final  report  Inclosed,  which  Is  in  the  form  of  a  manu¬ 
script  entitled  "Susceptibility  of  antibiotic  resistant  Gram-negative  bacteria  to 
hpt-fl-lar-tamasg-stabl e  cephalosporins"  which  we  have  submitted  to  the  Annals  of 
Humber  of  Subjects  Studied:  Internal  medicine. 

N/A 

FY-82j _  Total  (to  date)j _ _  Before  Copleticn  of  Study: 


ScRlOUS/UrteXPcCTED  SfDE  EFFECTS  IN  SUBJECTS  PARTICIPATING  Itl  P.TCJECtQf  fiOJis  SO  STATE): 


Conclusions:  Based  on  In  vitro  susceptibility  testing  ceftazidime  and  cefoperazone 
may  be  useful  for  the  treatment  of  antibiotic-resistant  Pseudomonase  aeruginosa 
Infections;  ceftazidime  and  ceftlzoxime  may  be  useful  for  antibiotic  -  resistant 
Enterobacterlaceae  infections. 


Publications  or  Abstracts.  FY-82: 

Dobek  AS,  Oster  CM,  Cross  AS,  Dickson  ET  Jr.  Susceptibility  of  antibiotic 
resistant  Gram-negative  bacteria  to  beta-lactamase  stable  cephalosporins. 
Submitted  to  the  Ann  Intern  Med. 
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Date: 25  Jan  83)  Itay  foir  Ka.:  1914 


Status: _ (itreiim  X  _ Final 


Stasti:^  Date: _ Date  of  Cc.'-;h;tio:i: _ _ 

Key  ltaas:  Prophylaxis;  antibiotics;  joint  arthroplasties _ 

Title  cf  Project:  The  evaluation  of  Ceforanide  (IND  12762)  vs  Cephalothin,  ad¬ 
ministered  by  the  intravenous  route,  as  prophylactic  agents  in  patients  under 
going  hip  or  knee  arthroplasty. _ 


Principal  Iw.'f.sticatcr(s):  Edmund  C.  Tramont,  COL,  MC 


Associate  InvestigatorCs):  MD  Tremaine.  CN  Oster,  JW  Boslego,  WM  Berger,  ER  McKinstry 


Facility:  HRA'-E 


Dept/Svc: Med/ IDS  &  Surgery/Orthopedics 


Accumulative  rlECCASS  Cost: 
_ 0 _ 


Accumulative  Contract  Cost: 
JL 


FY-83  r£ECAS£:  Contract  Cost:  Supply  Cost: 
_ 0 —  _ 0 _  _ Q_ _ 


Accumulative  Sjpply  Cost: 
_ LO 


Date  of  Committee  Approval  Or 
Annual  Progress  Report  26  Jan  1982 


Stupy  Objective:  To  compare  the  effectiveness  of  ceforanide  and  cephaTotfiTn  in 
preventing  Infection  at  the  operative  site  in  patients  undergoing  hip  or  knee 
arthroplasty.  _ _ _ _ _ _ 

Approach:  a  prospective,  double-blind  comparative  study  of  antibiotic 
prophylaxis. 


Fy:8.?.:  A  total  of  87  patients  were  enrolled.  The  study  has 
been  completed.  Data  analysis  is  underway. 


fiUraea  of  Subjects  Studied: 

FY-82j _  Total  (to  oats)  :  87 _  Before  Couplet  to,-!  of  Study: 

ScP.tOUS/UflEXPECTED  SlDS  EFFECTS  III  SUBJECTS  PARTICIPATING  III  Pr3JECT(|F  NX'S  SO  STATE): 

None _ _ _ _ _ 

Conclusions:  Overall  infection  rates  between  the  ceforanide  and  cephalothtn 
groups  were  similar.  A  final  report  will  be  submitted  when  data  analysis 
la  completed. 


Publications  or  Abstracts.  FY-S2: 

None 
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Date:  26  Jan  83l  Way  farr  Ko.:  1915 


$tarti:.u  Oate: 


1  Oct  1980 


_Ksv  UpRDS:  Fi Kroner t. In  assay 


_ Status: _ jure  a  in  X _ F  i ::a; 

Pate  of  CaytcTio:i:  1984 _ 


Title  cf  Project:  Fibronection  levels  in  Critically  Ill  Patients 


Pdikcipal  Iwi-srtCATcaCs):  Jerald  C.  Sadoff 


Facility:  VI?.£MC  Dspt/Svc:  Medicine/ Infectious  Disease 

Accumulative  r£DCAS£  Cost: 

_ 0 

Accumulative  Contract  Cost:  Accumulative  Supply  Cost: 

_ Q _  0 

FY-83  r'£CC/vS£ :  Contract  Cost:  Supply  Cost: 

n  n  o 

Date  of  Ccmmittef  Approval  Of 

Annual  Progress  Report  ppp  «>  ^  1QOo 

oTUOY  LQJECTIVE:  10  determine  trie  ruie  ui  unc  icvci  ui  <  ■  vi  wncvv.  •  ••  ...  w. 

f[ l  patT6ff« "as  a  predictor  of  survival  or  complication,  and  Us  relation  to  various 
conditions  including  transfusions  and  sepsis,  by  prospective  collection  of  sera. 

TEchhiCal  Approach:  unchanged  from  original  protocol. 


Progress  Curing  FY-S2 :  ^  progress  has  occurred  during  FY  82  because  of  a  combination 
of  personnel  problems  combined  with  more  immediate  obligations  of  WRAIR  duties. 
u»  ant irinatp  completion  of  protocol  in  FY  84. 

SJ3JEC 


fluM3£a  of  objects  Studied: 

FY-82j _  Total  (to  date): 


Before  Completion  of  Study:  300 


ScR l  OUS/UflHXPSCTEO  $10=  EFFECTS  III  Su3JECTS  PARTICIPATING  irt  PaOJECT(lF  HOME  SO  STATE): 

None 


CyciustOfis:  Pending 


Publications  or  Abstracts.  FY-82: 

None 
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Date:  25  Jan  83 


I  Jay  t>;  r  tKo.:  1917 


Status:  IhTcHH-i _ X  Fi;:a>. 


Starti:.U  Pate:  24  Feb  81 


Date  of  Ccm=>i  etic:i:  1983 


Key  liras:  Antibiotics/prophylaxis/neurosurgery _ _ _ 

Title  cf  Project:  Prophylactic  antibiotics  in  neurosurgery:  a  prospective, 
randomized,  double-blind,  and  placebo  controlled  study. 


Principal  Invest [GatcrCs) :  WJ  Morris  and  CN  Oster 


Associate  riwEsrtGAToaCs):  ED  George.  DE  McDowell.  AS  Dobek,  EC  Tramont,  ER  Mck i ns t ry 


Facility:  HRffiC 


Dspt/Svc:  Med/  IDS  S.urqerv/Neurosurqery 


Acosiulative  icDCASE  Cost: 
0 


Acciisjlat [ vi  Contract  Cost: 
0 


Accu'-iULAT ive  Supply  Cost: 

Sl.000.-00 


Date  of  Cc.-'aiittee  Approval  Of 
/.nhual  Progress  Repost  2b  Ja 


FY-83  r£CCAS£:  Contract  Cost:  Supply  Cost: 

0 _  0  $1,000.00 


an  1982 


Study  Objective:  j0  determine  the  effectiveness  of  prophylactic  antibiotics 

in  preventing  infections  at  the  operative  site  in  patients  undergoing  neu¬ 
rological-  surgery-. - - — - - - -  - 

TSch.i;cal  Approach:  Prospective,  double-blind  placebo-controlled  trial  of 

prophylactic  antibiotics. 


Progress  Rntfio  FY-82:  200  patients  enrolled  in  the  study.  Overall  infection 
rates  were  similar  between  antibiotic  and  placebo  groups. 


flu-sea  or  Subjects  Studied: 

FY-82:  116  Total  (to  date):  200 _  Before  Completion  or  Study: 

ScRIOUS/UflEXPECTED  SlDE  EFFECTS  Iff  SUBJECTS  PARTICIPATING  Ifl  Pr3JECT(iF  NONE  S-J  STATE): 

Hone — _ : _ _ _ _ _ _ 

Conclusions:  The  study  will  be  terminated  after  220  patients  have  been  en¬ 
rolled.  Data  will  then  be  analyzed  and  a  final  report  submitted  by  July 
1983. 


Publications  or  Assteacts.  FY-82: 

None 
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1918 


X 

July  1983 


:  4.  Jan  83  •  •'  1918 

L  .  . . •  -•  !  - v:  1  July  1982 

:..':C:r^iAi..3ureus  colonization,  nosocomial  infections  . „ 

1::.  r.  FY.-v.u:  Colonization  of  newly  arrived  housestaff  members  with 
S.  aureus  and  its  role  in  the  development  of  Staph  septicemia. 


A-:”C a 

f.-ciuty:  x 

/'.cc 1 1\=  ( 

_ 1500. ._QQ _ _ 


Ballou,  W.R. 
Cross,  Alan 


Infectious  Disease 


/...w  :v 


i“0O 


U:.. 


L<:.i  : 


FEfr.£s_T983 


To  determine  rate  of  S.  aureus  colonization  among  newly  arrived 
housestaff  and  by  phage  typing  to  identify  kinetics  of  introduction  with  specifics. 


I ;  f!..i 


Phage  type  into  population. 


nasal  swabs  -  culture  -  phage  type  -  analysis  of  data. 


Fr::-:.'"i;  I/:'.!..'  ;Y 


Cultures  completed,  analysis  of  data  underway 


f  y  .  56 


,.iA_  (  . 0 


56 


Vi.  . 


56 


Sfalcus/ussx.’HCiro  S;_-  • 

None 

35%  carriage  rate  by  phage  typing,  several  identifiable  types 
are  predominant,  have  a  possible  role  in  serious  nosocomial  illness. 


!  ivA  I  ia.u  c.7  f.1j 

None  so  far. 
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Date:  4  Nov  82  Work  ISnit  No.  :  1919 


Status:  Interim  XXX  P|::A. 


Start  i;.a  fUre:  1  Nov  81 


n.VTF  O'r  Ccv*0!  ETIPN: 


Key  Words:  I.* 


coll  K1  Meningitis  Monoclonal  Antibody 


I 

i 


Title  cf  Project:  Ability  of  Monoclonal  Antibody  against  E.  coll  &  to  Kill  Kl- 
Positive  coli  in  the  Presence  of  Neonatal  NeutrophiTs ,  Using  Neonatal  Sera 
or  Cerebrospinal  Fluid  as  a  Complement  Source 


Principal  InvestioatorCs):  ALAN  5.  CROSS,  MD,  LTC,  MC 


Associate  If;VESTIGAT03(s):  w-  HENRY  WOOLDRIDGE,  MD,  LTC,  MC 


Facility:  WRA'IC  XXX 

Dept/Svc:  Medicine,  I 

I  ID)  and  Pediatrics 

Accumulative  PcOCASS  Cost: 

0 

Accumulative  Contract  Cost: 

0 

Accumulative  Supply  Cost: 

.  0 

FY-83  rECCASE:  Contract  Cost:  Supply  Cost: 

0  0  0 

Date  of  Committee  Approval  Of 

Annual  Progress  Report 

1 . . 

ILU  UU 

Stuoy  03J2CTIVE:  To  see  if  monoclonal  antibody  against  Important  neonatal" 


antigen  would  work  in  vitfro  with  components  of  neonatal  immune  system. 

TECHNICAL  Approach :  In  vitro  phagocytosis  with  PMN  from  adults  and  cord 
blood,  with  adult  and  neonatal  complement  sources.  Use  monoclonal 

prepared  by  Dr.  Wendell  Zollinger.  WRAIR. _ 

Progress  During  FY-82:  Essentially  have  shown  that  the  monoclonal  antibody 
works  with  cord  sera  and  cord  polys ,  but  not  with  spinal  fluid  as  a 

complement  source. _ _ _ _ _ _ _ 

flUPSER  OF  Sj3 JcCrS  STUDIED:  ~ 

FY-82:  15  Total  (to  date):  15 _  Before  Completion  a-  Study:  vl7~18 

Serious/Uhcxfscted  Side  Effects  in  Subjects  Participating  in  ProjectCif  ion-  so  state): 

_ _ _ _ NONE 

Conclusions:  This  monoclonal  antibody,  if  it  is  to  be  effective  in  the 
treatment  of  K1  E.  coli  disease,  must  work  at  the  bacteremic  phase. 


Publications  os  Abstracts.  FY-82: 

Ability  of  monoclonal  antibody  2-2-B  to  kill  K1  positive  E.  coli  in  con¬ 
junction  with  cord  blood  neutrophils  and  sera  and  neonatal  spin-’  fluid. 
Abstr.  fL55,  1982  Interscience  Conferences  on  Antimicrobial  Agents  and 
Chemotherapy,  Miami,  Fla.,  1982. 
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:  Oec  32  i  ; !  :  1920  :'  r  x  ... 

s  ;t i  ”j  !'•  ir :  October  1981  ^  ^  •'  ='  October  1984... . 

K  v Fever  Environmental  Cooling 

lint  cr  FVaJIcrV  Environmental  Cooling  and  survival  in  Rabbits  Infected  with 
P.  multocida 


,  .  -  “Ci  '  ‘  C - 

/.CCLV'.’J’-A'j  iVs 


McClain,  John  B.L.  - 

Herald,  William  . . 

S  i;  Infectious  Disease  Service 


n  'OJ  C'" . .  $3,550.00 


j $3,545.00  ...  ...  _ 

|  EEB  2. 5. Ml 


lr^7c'"'cnvF:  To ’determine  if  environmental  cooling  has  a  good  or  bad 
"effect  orT  infection  in  rabbits. 

Ttc;.. F.v;:ov!i:  we  are  exposing  infected  rabbits  to  cool  environments 
and  measuring  survival. 


f  'lno  I  V  _.v  Please  see  attached  sheet. 


or  S '.iiij.tr:.  1. 


Co :cl'.i3;c:s:  We  ^ave  developed  a  rabbit  model  which  shows  trends  that  seem 
to  Indicate  that  environmental  cooling  may  increase  the  mortality  of 
infected  animals. 


'ju.. cat (a  /<ssiH.*.crs.  rV-82:  None 
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PROGRESS  REPORT  FY  '82 


Work  Unit:  1920 


1.  In  the  last  twelve  months  operative  procedures  were  performed  on  26 
rabbits.  Three  rabbits  died  in  the  perioperati ve  period  probably  as  a 
result  of  the  surgical  procedure. 

2.  nine  animals  were  used  developing  the  correct  innoculum  for  an  LD-50. 

3.  Seventeen  rabbits  were  used  in  a  pilot  study  of  the  model  to  adjust 
the  temperature  of  the  environment  and  the  innoculum  for  the  correct 
LQ-50. 


4.  The  survival  data  from  the  Pilot  study: 


Conditions 

Cooled  (9°C) 

Infected  (107-bugs) 

Infected  &  Cool 
(10-bugs  +  9°C) 

Neither 


#  of  Animals 
3 
5 

5 

2 


Survival  Time 
74  hours 
80  hours 

37  hours 
96  hours 


5.  The  study  was  interrupted  by  difficulty  obtaining  approval  from  the 
Animal  use  committee  at  WRAIR.  We  have  amended  our  protocol  and  upon 
receiving  authorization  will  proceed  with  the  rabbit  study. 

6.  Funding  -  In  FY  82  the  following  expenditures  were  made  in  support 
of  the  protocol : 

a)  Disposable  supplies  (tape,  sutures,  etc.)  Cost  -  $  801.00 

b)  Capilal  items  -  Recorder,  Recording  thermome¬ 
ters.  Cost  -  $2744.00 

7.  Animals  used  in  the  original  pilot  study  were  obtained  free  from  an 
expired  protocol  at  WRAIR. 
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Date:  25  Jan  83)  Uay  Uw:r  fa.:  1921 _ _  {Siatus:  _l<«T£g.ia_X _ _ 

Start i:JJ  Date:  1982 _ Date  of  Collet  ic.'i: _ _ 

Key  Items:  Macrophage,  Leishmania;  lymphokinis;  intracellular  infections. 
Title  cf  Project:  Human  macrophage  activation  for  the  killing  of  Leishmania 
donovani . 


PiT  I  r.c  I  ?AL  IliVSST  I  GATOR  (  S> 


a»jnr 


.  Hoover  and  Charles  N.  Oster 


Associate  Investigator's)  : 


Facility:  KWT 


Accumulative  fEGCASc  Cost: 


Dk»t/Sx:  Medicine/ Infectious  Disease 


Accumulative  Contract  Cost:  Accusative  Sj??ly  Cost 


technical  Approach: 


flu-SHR  OF  SU3JECTS  STUDIED: 

FY-82:  15  Total  (to  date):  15 


Before  Completion  of  Study:  200 


ScR  ICUS/Ui'lSXPECTED  SlOE  EFFECTS  Ifl  Su3JECTS  PARTICIPATING  Ifl  PiTOJECT(iF  NON;  SO  STATE): 

None 


Conclusions:  5ee  Attachment 


Pu8LlCATIOMS  0?.  ABSTRACTS.  FY-82: 


See  Attachment 


Work  Unit  No 


1921 


PROJECT  TITLE;  Human  Macrophage  Activation  for  Killing  of  Leishmania 
donovani; 


PRINCIPAL  INVESTIGATORS:  David  L.  Hoover,  M.D. ,  fftJ,  MC 

Charles  N.  Oster,  M.D. ,  LTC,  MC 


Prior  work  performed  in  Dr  Carol's  Nacy's  laboratory  has  characterized 
the  interaction  between  leishmanial  amastigotes  and  murine 
macrophages .  lb  test  the  applicability  to  a  human  system  of  concepts 
of  intracellular  killing  of  Leishmania  by  murine  macrophages,  we  have 
initiated  a  program  to  examine  parasite-macrophage  interactions  using 
human  cells. 

Initial  efforts  have  been  directed  toward  locating  appropriate 
sources  of  human  mononuclear  phagocytic  cells  and  establishing  systems 
to  investigate  infection  of  macrophages  or  monocytes  and  subsequent 
intracellular  replication  of  parasites.  We  were  interested  in 
obtaining  purified  monocytes  for  use  in  suspension  cultures,  since  the 
large  number  of  lymphocytes  in  Ficoll-Hypaque-separated  mononuclear 
cell  preparations  interferes  with  accurate  light  microscopic 
evaluation  of  infected  cultures.  In  the  first  series  of  experiments, 
monocytes  were  purified  by  counterflow  centrifugation-elutriation  of 
Ficoll-Hypaque-separated  mononuclear  cells  obtained  from  volunteers 
undergoing  leukapheresis.  This  procedure  resulted  in  a  preparation 

O 

containing  about  10  monocytes,  approximately  85%  pure,  with 
some  lymphocyte  and  neutrophil  contamination,  but  required  10-14  hours 
for  cell  collection  and  separation.  Moreover,  cells  could  not  be 
separated  without  contamination  by  potentially  endotoxin-containing 
fluids.  Although  cell  viability  was  excellent,  monocytes  had  deformed 


Work.  Unit  //I  921 


membranes  and  were  sticky.  We  therefore  investigated  methods  of 
separating  monocytes  from  Ficoll-Hypaque  mononuclear  cell  preparations 
using  continuous  Percoll  gradients.  This  technique  resulted  in  4-15  x 
10®  monocytes  from  50  ml  of  blood,  with  purity  of  60-85%. 

Using  either  elutriated  monocytes  or  Percoll-separated  monocytes,  we 
have  defined  the  kinetics  of  infection  and  intracellular  replication 
of  the  parasite,  demonstrating  that  organisms  are  rapidly  taken  up 
during  the  firsc  4  hr.  Log-phase  replication  then  occurs  for  the  next 
60  hr.  In  order  to  determine  conditions  that  optimize  the  growth  of 
parasites  in  our  system  and  to  provide  a  basis  for  further  studies  of 
lymphokine-mediated  intracellular  killing  of  the  parasite,  we  have 
also  begun  to  examine  the  effect  of  normal  and  immune  serum  on  uptake 
and  subsequent  intracellular  fate  of  parasites  in  macrophages  in 
suspension  culture.  Fresh  human  serum  has  been  shown  to  kill 
prcmastigotes  but  not  amastigotes  of  donovani;  the  effect  of  fresh 
serum  on  amastigotes  and  pranas tigotes  of  L^  tropica  is  not  known. 
Also  not  known  is  whether  immune  serum  influences  the  interaction  of 
human  monocytes  or  macrophages  with  parasites. 

Preliminary  studies  have  also  been  performed  on  the 
mechanisms  of  activation  of  human  monocytes  for  the  killing  of 
Leishmania;  These  results  have  not  been  encouraging,  although  others 
have  demonstrated  that  donovani  can  be  killed  by  monocyte-derived 
macrophages  exposed  to  lymphokine-rich  supernatants  of  lymphocyte 
cultures.  A  number  of  sources  of  mediators  must  be  examined  before  we 
can  conclude  that  monocytes  are  refractory  to  lymphokine-mediated 
intracellular  killing;  studies  in  the  murine  system,  however,  suggest 
that  young  mononuclear  phagocytes,  including  blood  monocytes,  respond 
poorly  to  lymphokims. 
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lb  overcome  the  potential  problem  of  unresponsiveness  of  human 
monocytes  to  lymphokines  that  mediate  intracellular  killing,  we  have 
also  initiated  studies  on  human  peritoneal  cells.  Macrophages  have 
been  collected  from  women  undergoing  diagnostic  laparoscopy. 
Preliminary  data  indicate  that  these  cells  will  support  the  growth  of 
L;  tropica;  Characterization  of  these  macrophage  populations,  however, 
suggests  that  most  samples  represent  a  mixture  of  resident  and 
inflammatory  macrophages,  even  in  women  who  appear  normal  at 
operation.  As  previously  noted  for  murine  cells,  peroxidase  positive 
human  macrophages  are  more  susceptible  to  leishmanial  infection  than 
are  peroxidase  negative  cells.  The  ability  of  these  cells  to  respond 
to  lyirphokines  for  intracellular  killing  is  currently  being  examined. 

Our  efforts  are  currrently  being  directed  toward  continued 
survey  of  cytokines  for  activities  that  enhance  microbicidal  activity 
of  human  monocytes  and  peritoneal  macrophages.  Once  such  mediators 
have  been  detected,  we  also  intend  to  investigate  the  mechanisms  of 
their  effect  and  potential  modulating  effects  of  antibody  in 
intracellular  killing  by  lymphokine- treated  macrophages  and  monocytes. 
Such  studies  may  have  considerable  relevance  to  the  development  of 
immunotherapeutic  regimens  or  vaccines. 

Unpublished  abstract: 

Oster  ON,  Hoover  DL,  Nacy  CA,  et.  al.  Leishmania  tropica  growth  in 
purified  human  monocytes  and  human  peritoneal  macrophages .  31st  Annual 
Meeting  of  the  American  Society  of  Tropical  Medicine  and  Hygiene, 
Cleveland,  OH  1982. 
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1922 


s:-,;  J7  Dec~~82  j  ••  ,  •;  .■  t  ;;- 

May  1982 


X.  ..  .... 

:  December 4983 _ 


K«.v  Lyme  Arthritis.  ELISA  ..  _ _ 

Tm.c  cr  vr. oj.xt:  Serologic  examination  of  Lyme  Arthritis  Sera  -  Correlation 
with  immunoflourescent 


C! 


f.'i. 


j!.’ '.C.  t  A  1 1'  1 . : ‘.V  s  r !  ^  .  r  ! 


I  AC !  c  5  “Y :  Iwl'i’lC 

1  r 

Accu-t'.-v rr.a  i'ct;C>V3£  Ccj  r ; 

j  .’ou:.  ;■„< 

J. .Bruce  McClain,  A.  Dobek 


r  mAv;  :  Infectious  Disease  Service 


OM.v.y  A.  iv.;  C o'i < r  C 


i .-i..  •  ;■  cost: 


rr-85  riiCCASt.-  Ci.Nr:vci  Cost:  $v  y  Co--  :  •  .  i.  0..-. •:  r;t »'... 

_  _  %Z , 50A{  B>*0 j ecteSd  );i  t'.-'s.-'.-.Si  iii. . 


!  $1, .600,00 _ 

•r  FEB  2  5.1983 


S  :.-)v  0 ;».;cr:.r:  To  develope  an  ELISA  for  Lyme  organism- 

i  *  s:..i*  CAi.  \\  '  f  * 


See  attached  sheet. 


I 


2 


Si;.-  t 


i 


•••  —i: We  have  developed  Immunoflourescent  technique  and  ELISA  for 
detection  cf  anti b  dies  to  Lyme  Arthritis  organism. 
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PROGRESS  REPORT  FY  82 


Work  Unit  -  1922 


1.  We  have  received  the  Lyme  Arthritis  organism  and  have  been  able  to 
propagate  it  in  vitro. 

2.  We  have  innoculated  12  rabbits  with  Lyme  organism  and  adjuvant  and 
have  been  able  to  demonstrate  seroconversion  of  the  rabbits  by  use  of 
Indirect  Immunoflourescent  Technique.  We  have  performed  blinded  tests 
on  the  same  rabbit  sera  and  have  been  able  to  detect  pre  and  post  immu¬ 
nization  sera  in  a  blinded  fashion. 

3.  We  have  received  serum  from  Or.  Jorge  Benash  in  New  York  who  has 
documented  a  positive  serologic  reaction  by  indirect  immunoflourescence 
in  a  patient  with  a  compatible  clinical  syndrome  for  Lyme  disease.  Using 
that  sera  we  have  developed  a  sensitive  enzyme  linked  assay  which  can  de¬ 
tect  antibody  out  to  1:20,000  using  whole  spirochete  as  the  antigen.  We 
have  tested  two  sera  from  patients  and  found  one  of  them  to  be  positive 
by  our  assay. 

4.  We  plan  to  perform  the  assay  on  the  sera  of  300  recruits  from  Fort 
Dix  New  Jersey  to  develop  a  standard  curve  of  the  amount  of  antibodies 
present. 

5.  We  plan  to  develop  a  flourescent  assay  for  the  Lyme  arthritis  organ¬ 
ism. 
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J  'TiUl?  DfiC.  &?! .  ,:r,V  4  i.v.:  ..  1923  '  .  '  ..  X  . 

:'a?i  May  19£2  •'  December  1932__ 

v  Trimethoprim  -  Sulfisoxazole  .  .  ...... _ 

"hle  c?  r.jjccr:  Trimethoprim  -  Sulfisoxazole  rifampin  synergy  in  resistant 
gram  negative  bacteria. 


•  l.-.v.-sr.CATnCs):  j.  8r.uce  McClain 

A, ';.v:-sr;CA,^(-.':  A'  Dobek 


r a:  t '_r.v;  are 

[.  Infectious  Disease  Service 

>.ccuw_.\i  (v=  icLiJ-s:  Oof; 

!co 

J. A.  rv: 

1  a i  „v  Coer: 

$200,00 

1  ~<SJ 


Cqhuiact  Cost: 


• . .  vj  £  K'yyr-i i  5  nm 


S;; •.j.rrjy.-.:  Jo  determine  if  there  is  frequent  synergy  between 

TMP/SMX  and  Rifampin. 


:r r. m'm: 


:  Do  synergy  studies. 


See  below. 


i  j. '..i  w  Sijoisdi 


Mr>: 


Tor.-i.  (rc  1. \s : 


S:;:jcus/i!-;*>?5c.co  Sjiz  tir-ccrs  in  5.  -.i. 


Synergy  between  TMP/SMX  and  Rifampin  in  a  library  of  resistant 
organisms  at  this  hospital  is  not  common. 


Pt'i.L. I CA .  i'rf.l..  0  !  Ah  3  < AC  j’ * ,  i  ; ' 

Progress  During  FY-82: 

1.  We  have  examined  using  the  methods  described  in  the  protocol  around 
600  organisms  for  synergy  between  TMP/SMX  and  Rifampin.  We  found  synergy 
in  5%  of  isolates  In  the  therapeutic  range  of  the  agents  being  examined. 
This  combination  may  occasionally  be  useful  but  it  is  so  infrequent  that 
the  phenomenon  is  not  reportable. 

2.  We  would  like  to  close  out  this  protocol. 
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Date:  8  Oct  821  I'OSK  &UT  fia. 


2000 


SrATUS:  Interim  x _ Final 


Startup  Datp:  1978 


Date  o F  C^eticm’  Indefinite 


Key  t?3RJS:  srmnaph,  Snrgory.  P.asf  rnl  ntpat  T  na  1 — pppj-  j  rlftS - 

Title  cf  Project:  The  effects  of  gastric  surgery  on  the  release  of  pancreatic 
polypeptide 

Principal  Iir/£STIGAToa(s?:  John  W.  Hannon,  LTC,  MC,  USA _ 


Facility:  KRANC 

Dept/Svc:  Surgery  -  Medicine 

Accumulative  fEOCASE  Cost: 

Accumulative  Contract  Cost: 
None 

Accumulative  Sjpply  Cost: 

FY-83  rECCASE:  Contract  Cost:  : 

Supply  Cost: 

Date  of  Committee  ippro'^IIf-  _ 

Annual  Progress  Report  r£B  2  5  798  3 

1 — 

Study  Objective:  To  determine  the  roles  of  the  pancreas,  the  gastric  antrum  and 
the  vagus  in  the  release  of  gastrointestinal  peptides 

TECHNICAL  Approach:  xo  compare  serum  levels  of  GI  peptides  in  response  to  a 
meal,  before  and  after  gastrointestinal  surgery. 


Progress  During  FY-S2:  6  additional  patients  were  studied.  4  of  these  patients 
had  Zollinger  Ellison  syndrome  which  adds  another  potentially  important  aspect 

tn  this  study. _ _ 

ftUrtBEa  Or  Sj3JeCTS  Studied:  Indefinite 

FY-82j _  Total  (to  date): _  Before  Cwpletion  of  Study: 


Seriou3/Un=x3ecteo  Side  Effects  im  Subjects  PA.TTiciPA.riKG  in  Projsct^f  tone  so  state): 

None _ _ _ _ 

Cq..clJj io.b.  satisfactory  progess 


i 


Publications  or  Abstracts.  FY-82: 
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Pate:  19  Jan  8^  Ite*  Pm f  No. :  2002 

I  Status:  Interh-i  Fk:;l  xx 

Starting  Date:  1980  Pair  p.f 

Coftpi  cTion:  Indefinite 

Key  Uatis:  Pancreatic  Surgery,  insulin 

Title  cf  Project: 

PANCREATIC  ISLET  PRESERVATION 

pgirjCtgAj-  I.*f.'5STlGAioa(s) :  John  W.  Harmon 


Associate  IhvestigatorCs): 


Facility:  LRAyIC  Dept/Svc:  Surgery 

Accumulative  i'cDCASE  Cost: 
none 

Accumulative  Contract  Cost;  Accumulative  Supply  Cost: 

none 

FY-83  i-ECCASE:  Contract  Cost:  Supply  Cost: 

none  none 

Date  of  Cck'iutec  Approval  Of 

Annual  Progress  Report  FEB  £  5 

St LiQY  Objective:  To  develop  methodology  to  preserve  pancreatic  islets 

for  transplantation 


TSCWi ; cal  Approach :  To  cryopreserve  pancreatic  islet  tissue  obtained  from 
surgical  specimens. 

Progress  D.jtiuG  FY-82:  No  progress  was  made  on  this  protocal  because  the 

original  principal  investigator  left  the  army  and 
_ no  one  is  now  available  to  carry  out  the  work. 

fitf-BeS  Or  SUBJECTS  STUDIED: 

FY-82:  none  Total  (to  date)j _ _  Before  Completion  of  Studyj _ 

ScRtOUi/Ui'lEXFECTED  S:0=  EFFECTS  IN  &3JECTS  PA’.TlCItV.TIilG  HI  PROJICT(iF  I!GN£  SO  STATE): 
none 

Co.-:cl'J3I0.ts: 


none 


Fuji. : cat io, -is  oo  Abstracts.  FY-82: 


none 
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Date:  5  Oct  82  1  toy  Chit  No.:  2003 

Start !*.u  Date:  1980 _ 


MATUS:  INTERIM  X  TirTAt 


Hatf  nr  fofF'LcTiOH:  Indefinite 


Key  Vjgggs:  Neogut,  short  bowel  syndrome,  gastrointestinal  Surzerv 
Title  cf  Project: 

Use  of  copolymer  as  a  lattic  for  growth  of  neogut 


Principal  Ifr/F.STlC-ATOa(s) :  John  W.. Harmon,  LTC 


Associate  IwestigatorCs):  Baca,  cpt.  MC 


Facility:  KtfH C 

rt  ntLhiM-* — W*  - - - - 

Dept/Svc:  Surgery 

Accumulative  FEDCASE  Cost: 

Acm-itiLATivs  Contract  Cost: 

Accumulative  Supply  Cost: 

' 

FY-83  rECCASE:  Contract  Cost: 

Supply  Cost: 

Date  of  Cctciittes  A? proval  Of 

Annual  Progress  Report  FEB  2  5  1Q.PT 

— —  - 

l  .. 

Stuoy  Objective: 

To  expand  the  surface  of  the  small  intestine 


technical  Approach: 

To  develop  techniques  in  rabbits  to  grow  small  bowel  mucosa 

Progress  Pur  trio  FY-82:  a  method  was  developed  to  grow  small  bowel  mucosa  on 
abdominal  wall  pedicle  flaps.  Studies  using  this  technique  were  published 

in -Surgery.  91 ;29 3-300.  -1382 - - 

flii'SEa  of  Subjects  Studied:  n/a 

FY-82j _  Total  (to  date)j _  Before  Completion  of  Studyj _ 

ScRtOUS/llNHXPSCTED  Sl-DE  EFFECTS  IN  SUBJECTS  PARTICIPATING  IN  PROJECT^?  NONE  SO  STATE): 

_ XlA _ _ _ 

Conclusions: 

Satisfactory  Progess 


i 


Publications  or  Abstracts.  FY-82: 

1.  Surgery  91:  293-300,  1982 

2.  Surgical  Forum  32:81-84,  1981 


Explanation  for  changes  in  the  budget  for  CIS  Project  #2003 


Use  of  a  Copolymer  as  a  Lattice  for  Growth  of 


Neogut. 


PI  John  W.  Harmon,  LTC,  MC 


The  project  for  growth  of  neogut  is  directed  at  developing  a 
strategy  for  expanding  the  surface  area  of  the  small  bowel  to  allow 
adequate  absorption  of  nutrients  in  individuals  who  have  "short  bowel 
syndrome".  Short  bowel  syndrome  can  result  from  trauma,  vascular 
compramise,  or  intrinsic  bowel  disease  such  as  Crohns  disease. 

We  were  directed  by  BG  Garrison  Rapmund  to  seek  CIS  funding  for 
this  project  in  1979.  Accordingly  we  submitted  a  CIS  proposal  and  it 
was  approved.  In  FY  1981  and  82  we  were  authorized  $4600  per  year  for 
this  project,  but  for  administrative  reasons  we  did  not  spend  the  money. 
In  1981  we  also  attempted  to  hire  a  technician  for  this  project,  but 
again  were  unable  to  accomplish  this  goal. 


In  August  of  1982  CPT  Barbara  Bass  arrived  at  WRAIR  and  she  has 
started  work  on  the  neogut  project.  For  her  work  we  are  ordering 
consumable  supplies  and  animals  with  CIS  funds.  With  the  assistance 
of  WRAMC  CIS  the  administrative  approach  to  purchasing  through  CIS  is 
now  working  very  well. 


The  approach  to  growing  neogut  has  developed  over  time  and  now 
includes  2  basic  thrusts.  The  first  is  to  disperse  rat  small  bowel 
mucosal  cells,  grow  them  briefly  in  tissue  culture,  and  then  implant 
them  in  Gelfoam  squares  in  allogeneic  hosts.  The  second  is  to 
transplant  whole  fetal  small  bowel  into  allogeneic  adult  hosts. 


Two  publications  emanating  from  this  project  are  attached. 


280 


Date:  20  Jan  Unit  (lo.:  2004 


Status:  Interim 


V  c  1,  i.  J.  J.  ^  ■-  J,  ^  ^  -  r  “  ‘  >  - - — 7 -  . 

K^Y  IfcfcDS:  Analgesics:  morphine,  anesthetic  techniques,  epidural 


t  „n._.  natcuLii-j 

Cr  '^OJ^CT:  Epidural  Morphine  and  Ventilatory  Drive 

in  Man 


Principal  Ifp/EsriGATCsCs):  ROBERT  L.  WATSON,  COL  MC 


ASSOCIATE  !f!VeSTfCAToa(s):  Dennis  D.  Doblar,  CPT  MC ,  Abbrect,  Reynolds 


Faciutv :  VI?.A'!C 


Accts-HiLAT i ve  f£0CAS£  Cost:  Accumulative  Contract  Cost:  A^lwjlatIvs  Supply  Cost: 

o  o  o. 


FY-83  rEECASE:  Contract  Cost:  Supply  Cost:  Date  of  Cct-wittee  Approval  Of 

0  0  0  Annual  Progress  Report  Apr  8  3 


Study  Objective:  To  measure  changes  in  ventilatory  control  in  man. 
produced  by  the  administration  of  Epidural  Morphine  for  the 


Progress  Duping  FY-82: 


Study  completed  December  1980, 


ffujesa  of  Subjects  Studied: 

FY-82:  10  Total  (to  date) : 


Before  Completion  of  Study: 


Serious/Unexpected  Side  Effects  in  Subjects  Participating  in  Projector  none  so  state): 

Conclusions:  Ventilatory  response  blunting  occurs  one  and  sTx  Fnrtirs 
post  epidural  morphine  injection  without  correlation  to  the  serum 
morphine. levels .  Response  is  not  significantly  different  from  that 
of  parenteral  morhpine,  although  analgenic  persists  for  8  -  23.5  hrs 
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Clinical  Research  Coordinator 
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ROX  L A3  111. 

lb 

F.D 

iC’:- 

;t  i 

Y  RLTl'P 

i.) 

1. 

Study  -  1 

1  -1 

( 1  amp) 

l-i 

(1 

..inn  ) 

Protocol  2198 

2-1 

( 1  amp) 

2-1 

(1 

amp) 

FT  1-10 

3-1 

( 1  amp) 

3-1 

(  L 

amp ) 

‘-r  1 

t  1  ’S 

v  JL  ) 

/  t 

*-r  i. 

/  1 

K  J- 

N 

5-1 

( 1  amp ) 

5-1 

(1 

anr>  ) 

6-1 

( 1  amp) 

6-1 

(l 

ary) 

7-1 

( 1  amp) 

7-1 

(1 

amp ) 

8-1 

(1  amp) 

8-1 

(l 

amp  ) 

9-1 

(2 

amp) 

10-1 

(2 

arc.) 

TOTAL 

8  amps 

12 

2. 

Study  -  1 

Protocol  21.8 

PT  11-20 

L  ah e 1  u nb  roken 

None 

TOTAL 

20 

nm.p.;  (2 

nl ) 

3. 

Study  -  1 

Protocol  2198 

PT  21-30 

Label  unbroken 

Non* 

TOTAL 

20 

a...p  r.  (2 

i.l) 

4. 

Study  -  1 

Protocol  2198 

PT  31-40 

Label  unbroken 

None 

TOTAL 

20 

a*  n  (2 

m  1 

5. 

Study  -  1 

Protocol  2198 

PT  41-48 

None 

TOTAL 

16 

amps  (2 

ml) 

GRAND  TOTAL 

c« 

00 

us  ad 

1  ■ 

amp  ••  re 

t  urn.* 

6. 

Midazolam  50  mgr.t 

( as  the hydro chloride) 

10  ml  -  50  r.igiu 

F  13 

C111760-01 

2  vial 

j  (partial) 

14 

nub  rc’r.n 

:  vi  2 

2  partial  vials 


GRAND  TOTAL  16  vials  returned 

The  Investigational  Drug  Disposition  (M914)  is  also  enclosed  in  this  letter 
ar\d  a  copy  will  accompany  the  shipment  of  drug. 

I  assume  that  the  records  I  have  in  my  file,  are  my  copies;  however,  if 
this  belongs  to  you,  then  please  inform  me  and  they  will  also  be  forwarded. 


O  n  ■  ; 


}?  O  i'  F  1.T  A  N  N  - L  A  HOC  H  E  INC. 


NJTLiIY  .  MO.V  jrnjLiV  O  7  I  I  O  •  TIIUI.I'HOME  (;:OM  235  -  liOCO  •  U'.  Y.C.  >  GO1-  17.00 

MEDre.M.  r-"S=AHCH  DEP-HTMSNT  -  rn.l  „:'.)N  Or-  M  :im.  -  f  a . m 


MOTK:=  C f  lnlVH3T»GATIONAL  D.=(SJG  DIS?nsrao,-i 


February  17.  1902 


TO:  Hoffmann-La  Rocha  Inc. 

340  Kingsiarsd  Sir  :-at 
N  utley,  Maw  Jarr.ey  071 10 

FROM:  Investigator's  Maine:  Rober  t  Watson,  ti.D. 

Chief  of  Anesthesiology 
Address:  Walter  Reed  Army  Hospital 

P.0.  Box  375 
Washington,  DC  20 ONI 


Protocol  Mo: _ 219.c!A _ _ Tost  Prurj:  tiidaxplf.  •'  _ 

48 -2ml  ampul s  f'idaxo  1  am  LCig/mi ;  48- 
Number  of  boul-s  shipped:  1*1  acobo  i  on'  tlida/ola''';  Jo-ictyl  vials  ii  i 

Number  of  bottles  used:  .-fi-Qj&pSi. 0  1 L 2  -L-AlL.*7  •''""Oj 

Number  of  bottles  returned:  lii.OJS.  <’  A  V.:.--  J 

1  J2  '/.<>'■ 

s  I  Ip 

[Jr  I  am  returning  to  you  all  of  my  remaining  supplies  o'  the  above -named  drug. 

□  I  certify  that  1  have  exhausted  all  of  my  supplies  of  tire  above-named  drug. 


-AS 


ml A  ^  />V- 

(Signature) 


f#H  arm  ac r  i f ncAt.'i  *  KiNfiOMrMirAi.f-.  •  vitamins  *  MfiDK'Ai.  -:t  r.^T^  iNiTs  •  nuuif.’O'vr: 


Start  i:.u  Date:  June  1981 


Date  ot  Cw=*ietic:i: 


Kpy  tosas"  Skeletal  Muscle,  Contracture  Response  of  Skeletal  Muscle 
Title  cf  Project: 


In  Vitro  determination  of  the  response  of  skeletal  muscle 
to  caffeine,  halothane  &  caffeine  plus  halothane 


Principal  IftygsTiGATca(s) :  ROBERT  L.  WATSON,  MD.  COL,  MC _ 

Associate  InvgsTtCATOR(s):  WILLIAM  KEEFE.  MD  -  SHEILA  MULDQON ,  MD 


Facility:  VRAtE  x 


Dept/Svc:  Surgery /Anesthesia 


Accumulative  rcDCASE  Cost: 


Accumulative  Contract  Cost: 

0 


Accumulative  Supply  Cost: 


FY-85  ffl 


•£jjCAS£: 


Contract  Cost: 
0 


Supply  Cost: 
0 


Date  a=  Committee  Approval  Of 
Annual  Progress  Report  PFR  2  5  1993 


Study  Objective: 


TSchn; cal  Approach: 


Progress  During  FY-82: 


To”  detemine" response”~of’  normal' s kele t al~ "mus cXe" To" Trugs , 
caffeine  &  halothane.  This  will  be  compared  with  response 
of  individuals  who  have  experienced  malignant  hyperthermia. 

Isometric  tension  measuring  apparatus  at  U.S.U.H.S.  is  used 
for  basic  determination,  collaboration  with  Bethesda  Naval 
MC  and  histochemistry  section  AFIP  continues. _ 


Study  expanded  to  include  subjects  from  outside  WRAMC. 
Total  studied  contracture  tests  is  now  32  subjects. 
Parallel  studies  on  dog  muscle  0?  consumption  initiated. 


fiiwsea  0?  Subjects  Studied: 


FY-82: 


Total  (to  date) : 


Before  Completion  of  Study: 


Serious/Utiexpecteo  Side  Effects  hi  Subjects  Participates  hi  ProjectCif  hone  so  stats): 

_ Hone _ 

Conclusions:  Strong  correlation  of  halothane  induced  contracture  and 
clinical  history  of  MH  appears  to  be  present.  Halothane 
caffeine  contracture  test  appears  to  be  sensitive  but  with 
a  high  false  positive  rate. 


Publications  or  Abstracts.  FY-S2: 


None 


Date:  8  Apr  83  1  Way  Unit  tip.:  2009 
Starti-ls  Oirf: _ 


Sr/vrds:  [«r£R  ih 


Firyi.  XXX 


Key  IJords: 


Pate  of  C»*-t  etipn:  Never  completed.  Investigators 

PCS'd 


TlTtE  Cr  PROJECT: 


Venous  Sequelae  Following  Intravenous  Lorazepam 
and  Diazepam. 


Pimct?AL  I‘f/F.sriGAToa(s):  Tom  Fusco.  CPT,  ANC 


fetricia  A.  Stipetich,  CPT,  ANC 


Associate  Iwestic-atopXs): 


Facility:  KRANC 

Dept/Svc:  Dept  of  Surg  -  A nes  &  Oper  Svc 

Accumulative  r£0CASE  Cost: 

Accumulative  Contract  Cost: 

Accumulative  Supply  Cost: 

FY-83  j-SXASt:  Contract  Cost: 

Supply  Cost:  j 

Date  of  Committee  Approval  Of 

Annual  Progress  Report 

1 

Study  Osjectivs: 


technical  Approach: 


PROGRESS  D'JRIIiO  FY-S2: 


flui-aga  0?  Subjects  Studied: 

FY-82j _  Total  (to  date)j _  Before  Completion  0?  Studyj _ 

Serious/Umsxpscted  Side  Effects  in  Subjects  Participating  in  Projector  cone  so  state): 

Conclusions: 

PROJECT  WAS  NEVER  STARTED. 


Publications  or  Abstracts.  FY-82: 
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MAIN  SUMMARY  SHEET 

APPLICATION  FOR  CLINICAL  INVESTIGATION  PROJECT 


1.  PRINICIPAL  INVESTIGATORS; 

Patricia  A.  Stipetich,  CPT,  ANC,  Student,  School  of  Anes¬ 
thesiology  Nursing,  WRAMC. 

Tom  Fusco,  CPT,  ANC,  Student,  School  of  Anesthesiology 
Nursing,  WRAMC. 

2.  PROJECT  TITLE:  Venous  Sequelae  Following  Intravenous 

Lorazepam  and  Diazepam 

3.  OBJECTIVE ;  To  compare  lorazepam  and  diazepam  in  terms  of 

incidence  of  venous  sequelae  following  intravenous  injection. 

4.  MEDICAL  APPLICATION:  Previous  studies  have  thus  far  indicated 

a  lesser  degree  of  patient  discomfort  when  receiving 
lorazepam  than  with  diazepam.  Lorazepam  additionally 
appears  to  provide  a  longer  duration  of  action  and  a  great¬ 
er  degree  of  perioperative  amnesia. 

k  . 

5.  STATUS :  Refer  to  attached  Research  Proposal,  section  titled 

Review  of  Literature. 

6.  PLAN ;  Refer  to  attached  Research  Proposal,  section  titled 

Methodology. 

7.  BIBLIOGRAPHY :  Refer  to  attached  Research  Proposal,  section 

titled  Bibliography. 

8.  FACILITIES  TO  BE  USED:  Will  conduct  preoperative  and  post¬ 

operative  patient  anesthesia  interviews  on  clinical  wards. 

The  administration  of  the  drugs  will  occur  within  the 
Operating  Room  facilities. 

9.  TIME  REQUIRED  TO  COMPLETE:  Anticipate  beginning  and  completion 

of  research  project  in  November  1981  and  August  1982  re¬ 
spectively. 

10.  PERSONNEL  TO  CONDUCT  PROJECT:  Principal  investigators  as  above. 

11.  FUNDING  IMPLICATIONS:  NA 
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Date:  1  0CT82  Ko«K  li«i t  No.:  #2010  1  Status.-  _ Fikal 


STA9Ti.’A3  Pita*  1DEC81  Date  n?  fnwoiETiCM:  30SEP82 


Key  IJords:  Anesthetic  gases,  vital  capacity  _ 


Title  cf  Project:  a  Study  of  Humidified  Anesthetic  Gases  and 
Postoperative  Vital  Capacity  Measurements 


Calderwood, .Philip  CPT  ANC*  Caltrider,  Randall 
Pr incipal  Investigator's) : CPT  ANC:  Remington,  Kenneth  CPT  AnC  ;  Young- 


.  ,  ,  ,  Lotero,  Frances  CPT  ANC. 

Associate  InvestigatorCs):  _ 


Facility 


Dept/Svc: Dept .  of  Nursing/ Anesthesia  Svc. 


ACCUMULATIVE  MEDCASS  COST:  ACCUMULATIVE  CONTRACT  COST:  ACCUMULATIVE  SUPPLY  COST: 

0  o  .0 


FY-85  i-FECASS:  Contract  Cost:  Suppiy  Cost:  Date  of  Cgnmittee  Approval  Of 

0  u  |  Annual  Progress  Report  28N0V81 


Study  03j;ctive:  To  determine  any  significant  difference  beT;een  Dry 
and  humidified  anesthetic  gases. 

t*ckn*«l  Abroach-  Measurement  of  vital  capacities  preop  HTiii-  pus  top 
'  TT, “5D ,  "90,  120  mins,  post  extubation  of  two  groups  of  pts. 

group  with  dry  anesthetic  gases  and  the  other  with  humidified 


ss  Dual  ns  FY-82:  study  completed,  final  paper  being  written. 


Number  of  Su3jects  Studied: 

FY-82:  15  Total  (to  date):  15 _  Before  Completion  of  Study:  0 


ScRIOUS/Ui’IEXPcCTED  SlOE  EFFECTS  IN  SUBJECTS  PARTICIPATING  IN  Pf!0JECT(|F  HONE  SO  STATE): 
NONE 


Conclusions:  Final  conclusions  being  written  and  will  be  presented 
in  paper.  Preliminary  conclusions  find  no  significant  dif¬ 
ference  between  patients’  vital  capacities  whether  dry  or 
humidified  gases  administered  intraop. 


Publications  oa  Abstracts.  FY-82:  NONE  presently 


28  2 


Date :3  Jan  831  Way  Chit  Kj. 


2111 


Status:  Ihterjn  X 


F  i::al 


Startk.U  Date:  March  198  2 


Date  g:-  Collet i c:i :  December  1983 


Key  \bPS3S:  Stroke/Carotid  Endarerec tomy 


Title  cf  Project: 


Subclinical  Stroke  Following  Carotid  Endarerec tomy 


Principal  Investigator's): 


AsscctATE  Ir:vgsrtGAroa(s):  C.P  Clagett,  Jeffery  Black,  William  Smith 


Facility:  URfflC 

Dept/Svc:  PVS 

(Neurology /Radiology) 

Accumulative  f£GCA$£  Cost: 

Accumulative  Contract  Cost:  j 

Accumulative  Supply  Cost: 

FY-85  i'£CCAS£:  Contract  Cost: 

Supply  Cost: 

Date  of  Committee  Approval  Of. 

Annual  Progress  Report  Fed  2  5  1983 

1 

Stuoy  OBJECTIVE:  To  detemine  the  Incidence  of  subclinical  stroke 
following  carotid  endarerectomy . 


TECHiiiCAL  Approach:  pre  an<i  post  carotid  endarerectomy  neurolgic 
examinations  and  CT  scans. 

Progress  C'JP.lfiG  FY-S2:  Poor,  frequent  scheduling  proglems  in  OR  +  CT 
CT  scans. 


flu. -sea  OF  $IJ3JHCTS  Stuoieo: 

Sr"  yr  Total  (to  oato):  8 


Before  Completion  of  Stuoy: 


50 


ScRlOUS/UflHXPECTEO  SlOE  EFFECTS  IN  SUSJECTS  PARTICIPATES  in  PrOJECT(|F  H3NS  SO  STATE): 

_ None _ 

CONCLUSIONS: 

None  to  date. 


Publications  or  Abstracts.  FY-82: 
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Work  Unit  Number:  2106 


Interim  Report 


Title  of  Project:  Management  of  the  Hemodynamically  Significant, 

Asymptomatic  Carotid  Bruit 


Investigators : 

Principal:  LTC  G.  Patrick  Clagett 

Objectives :  (1)  To  determine  the  most  appropriate  management  of 

patients  with  asymptomatic,  hemodynamically  significant  carotid 
bruits,  (2)  to  determine  the  natural  history  of  asymptomatic 
extracranial  vascular  disease,  (3)  to  determine  the  role  of 
non-invasive  diagnostic  techniques  in  the  management  of  patients 
with  asymptomatic  extracranial  vascular  disease. 

Technical  Approach:  Consenting  patients  who  are  asymptomatic  for 
cerebrovascular  disease  who  have  hemodynamically  significant 
carotid  stenoses  (as  determined  by  non-invasive  studies)  are 
eligible  for  randomization  into  two  groups.  Patients  ineligible 
for  randomization  include  those  who  have  had  carotid 
endarterectomy  on  the  side  in  question,  those  judged  too  frail  to 
undergo  carotid  endarterectomy,  and  those  who  don't  consent. 
Patients  randomized  into  the  surgical  group  will  undergo 
arteriography  and  carotid  endarterectomy  if  an  operable  lesion  is 
found.  Patients  randomized  into  the  second  group  will  be  treated 
with  aspirin,  650  mg  twice  daily,  and  followed  closely  (every  3 
months).  If  patients  in  the  second  group  develop  symptoms,  they 
will  then  undergo  arteriography  and  carotid  endarterectomy. 

Progress  and  Results:  Since  April  1979,  50  patients  eligible  for 
entry  into  the  study  have  been  identified.  Of  these,  27  consented 
to  join  and  23  have  refused.  Of  those  entered,  13  were  randomly 
assigned  to  the  aspirin  group  and  14  assigned  to  the  surgical 
group.  Of  those  on  medical  therapy,  five  have  become  symptomatic 
for  cerebrovascular  insufficiency  on  aspirin  and  have  required 
arteriography.  On  arteriography,  two  patients  were  inoperable; 
one  had  an  occluded  internal  carotid  artery  and  the  other  had 
diffuse  intracranial  disease.  The  remaining  three  patients  had 
tightly  stenotic  lesions  at  the  carotid  bifurcation  and  underwent 
uneventful  carotid  endarterectomy. 

In  the  surgical  group  of  the  14  patients  assigned  to  this 
group,  one  patient  refused  arteriography  and  subsequently  died. 

The  other  13  patients  underwent  arteriography.  One  of  these 
suffered  anaphylaxis  during  arteriography  and  secondary  myocardial 
infarction.  He  is  currently  considered  unfit  for  surgery.  The 
remaining  12  patients  have  undergone  carotid  endarterectomy.  With 
the  exception  of  one  case  in  which  the  patient  suffered 
postoperative  subendocardial  myocardial  infarction,  these 
operations  have  been  uncomplicated.  On  follow-up,  two  patients  in 
the  surgical  group  have  died.  Both  deaths  were  unrelated  to 
cerebrovascular  disease. 

Conclusion:  The  number  of  patients  remains  too  small  and  the 
follow-up  period  too  brief  to  draw  firm  conclusions.  We  continue 
to  enter  patients  into  this  trial  and  will  continue  to  do  so  for 
ac  least  another  year. 
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Work  Unit  Number:  2109 


Title  of  Project:  Etiologic  Factors  for  Recurrent  Carotid 

Stenosis 


Investigators : 

Principal:  LTC  G.  Patrick  Clagett 

Objectives :  (1)  To  determine  risk  factors  for  the  development  of 

recurrent  carotid  stenosis  following  successful  carotid 
endarterectomy 

Technical  Approach:  Patients  with  surgically  or  angiographically 
proven  carotid  restenosis  comprise  the  study  group.  These 
patients  are  age  and  sex  matched  with  patients  who  underwent 
carotid  endarterectomy  during  the  same  year.  The  second  group  of 
patients  comprises  the  control  group.  On  all  patients,  the 
following  information  is  obtained:  symptoms  and  other  indications 
mandating  first  procedure,  angiographic  findings,  operative 
details,  immediate  postoperative  morbidity  and  mortality, 
histopathologic  findings,  and  presence  of  atherosclerotic  risk 
factors.  In  addition  to  these  data,  study  patients  and  control 
patients  will  have  blood  drawn  for  determination  of  cholesterol 
and  triglyceride  levels  as  well  as  lipid  fractionation  studies  to 
determine  the  relative  amounts  of  HDL,  LDL  and  VLDL  cholesterol. 
Furthermore,  both  groups  of  patients  will  undergo  threshold  dose 
response  platelet  aggregometry  to  ADP  epinephrine  and  collagen. 

Progress  and  Results:  35  patients  have  been  identified  with 
recurrent  carotid  stenosis  following  successful  carotid 
endarterectomy.  A  case-control  study  has  been  completed  in  which 
21  patients  with  recurrent  stenosis  were  age  and  sex  matched  with 
control  patients  who  underwent  carotid  endarterectomy  the  same 
year  but  who  did  not  have  evidence  of  recurrence.  The  data  were 
analyzed  and  the  conclusions  are  listed  below. 

The  next  phase  of  this  study  is  to  analyze  the 
histopathologic  material.  The  plan  as  outlined  in  the  original 
protocol  is  to  compare  the  histopathology  of  the  original  carotid 
endarterectomy  specimens  with  the  recurrent  lesions.  In  addition, 
we  wish  to  compare  the  characteristics  of  the  original  specimens 
with  the  control  patients'  specimens  to  detect  any  differences  in 
the  original  atherosclerotic  plaques.  The  co-investigator  for 
this  portion  of  the  study  is  Dr.  Max  Robinowitz  from  the 
Cardiovascular  Service  of  the  Armed  Forces  Institute  of  Pathology. 
We  are  currently  retrieving  the  original  slides  and  paraffin 
blocks  on  these  patients.  To  date,  we  have  retrieved  material  on 
approximately  20  of  the  study  patients  and  10  of  the  control 
patients.  Microscopic  analysis  of  this  material  will  be  in 
progress  during  the  next  year. 

Conclusions :  To  date  our  studies  have  led  to  the  following 
conclusions:  (1)  Cigarette  smoking  following  carotid 

endarterectomy  is  an  important  risk  factor  for  recurrent  carotid 
stenosis,  (2)  other  atherosclerotic  risk  factors  and 
hyperlipidemia  are  common  in  all  patients  undergoing  carotid 
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endarterectomy  and  are  not  predictive  of  recurrent  carotid 
stenosis,  (3)  females  are  not  higher  risk  of  recurrent  carotid 
stenosis  and,  (4)  aspirin  and  other  antiplatelet  agents  do  not 
appear  effective  in  protecting  against  recurrent  carotid  stenosis. 
These  findings  were  presented  in  a  paper  entitled,  "Etiologic 
Factors  for  Recurrent  Carotid  Stenosis:  A  Case-Control  Study",  at 
the  annual  meeting  of  the  International  Society  for  Cardiovascular 
Surgery  and  Society  for  Vascular  Surgery,  19  June  1982,  in  Boston, 
MA.  Abstracts  detailing  these  findings  have  also  been  submitted 
for  consideration  for  presentation  at  the  American  Heart 
Association's  8th  International  Joint  Conference  on  Stroke  and 
Cerebral  Circulation  in  February  1983.  An  abstract  has  also  been 
submitted  for  consideration  for  presentation  at  the  annual  meeting 
of  the  Southern  Association  for  Vascular  Surgery  in  January  1983. 

Funding  Requirements:  To  date  there  has  been  one  travel 
requirement  for  presentation  of  a  paper  which  cost  $300.00 

Publications :  Clagett,  G.  Patrick,  Rich,  Norman  M.,  McDonald, 

Paul  T.,  Salander,  James  M.,  Youkey,  Jerry  Y.,  Olson,  David  W. , 
and  Hutton,  John  E. ,  Jr.:  Etiologic  Factors  for  Recurrent  Carotid 
Stenosis:  A  Case-Control  Study.  Accepted  for  publication  in 
Surgery. 

Type  of  Report:  Interim 
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Work  -  .it  No.  : 


Start :\s  Date: 


_ Status:  Interim _ 

Date  cf  Completion:  Apr  '82 


Final 


Key  Wc-JJS:  Prostatic  Valve,  St.  Jude 

TlTLc  PROJcCT .  riMiriiTTnM  rvc.  CT 


EVALUATION  OF  ST.  JUDE  VALVULAR  PROSTHESIS. 


Principal  Invest igatcrCs' :  waiter  h.  Brott,  col  mc _ _ 

Associate  InvestigatorCs):  rUss  zaitchuk,  col  mc _ 

Facility:  WRfi-lC _ _ Dept/Svc:  thoracic  surgery  service  _ 

Accumulative  rlDCASE  Cost:  I*  Accumulative  Contract  Cost:  Accumulative  Supply  Cost: 


FY-83  fiEDCASE:  Contract  Cost:  Supply  Cost: 


Date  of  Committee  Approval  Of 
Annual  Progress  Report  FEB  25  W83 


Study  Objective: 


Technical  Approach: 


Evaluation  of  St.  Jude  Valvular  Prosthesis  in  selective  patients. 


As  per  St.  Jude  protocol. 


Number  of  Subjects  Studied: 


FY-82:  1  Total  (to  date):  12 _ Before  Completion  of  Study: 

Serious/Unexpected  Side  Effects  in  Subjects  Participating  in  ProjectCif  hone  so  state): 

None  related  to  valve. 

CONCLUSIONS:  Twelve  St.  Jude  valvular  prostheses  were  inserted  from  7  Jan  79  until  the  present 
time,  the  last  one  having  been  implanted  on  29  Mar  82.  These  implants  were  usually  chosen  in 
high-risk  cases  in  which  this  valve  offered  favorable  flow  characteristics  in  comparison  to 
any  other  available  prostheses. 

Three  patients  died  at  operation,  none  of  them  prosthetic  related.  Two  late  deaths  have 
occurred,  both  from  other  causes.  Seven  patients  are  living, :all  without  prosthetic  compii- 
cationa  at  last.  fnlloM-np  Vm  do  nor  plan,  to  naa  fha  Sf  TuHo  nnf-i  1  it-  in  approved  bv 

FDA.  Thus,  we  terminate  the  investigation  of  this  valve. 


Total  (to  date) :  12 
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Title  cf  PkOJcCi:  evaluation  of  st.  jude  valvular  prosthesis. 


fsv  Walter  H  Brott,  COL  MC 


Associate  Invest igatcr(s):  rUSs  zaitchuk,  col  mc _ 


lity:  WRAMC  _  Dept/Svc;  thoracic  surgery  service _ 


Accumulative  T1EDCASE  Cost:  i  Accumulative  Supply  Cost: 


FY-83  rEDCASE:  Contract  Cost:  Supply  Cost: 


Date  of  Committee  Approval  Of 
Annual  Progress  Report 


Study  Objective: 


.a  cm  Approach: 


Evaluation  of  St.  Jude  Valvular  Prosthesis  in  selective  patients. 


As  per  St.  Jude  protocol. 


Number  of  Subjects  Studied: 


FY-82:  i 


Total  (to  date):  12 


Before  Completion  of  Study: 


Sericus/Unexpgcted  Side  Effects  in  Subjects  Participating  in  ProjectCif  none  so  state): 

None  related  to  valve. 


CQmCLUS  I  QMS :  Twelve  St.  Jude  valvular  prostheses  were  inserted  from  7  Jan  79  until  the  present 
time,  the  last  one  having  been  implanted  on  29  Mar  82.  These  implants  were  usually  chosen  in 
high-iisk  cases  in  which  this  valve  offered  favorable  flow  characteristics  in  comparison  to 
any  other  available  prostheses. 

Three  patients  died  at  operation,  none  of  them  prosthetic  related.  Two  late  deaths  have 
occurred,  both  from  other  causes.  Seven  patients  are  living, -all  without  prosthetic  compli- 


FDA.  Thus,  we  terminate  the  investigation  of  this  valve. 


2®8 


Pats;  28  Jan  83  toy  Chit  to.:  2207 _ 1  Status:  hiTEBiq  xx  Fi:ML 

StmthJS  Date:  _ Date,  of  fa^gTjgi: — ^definite _ 

Arteriovenous  Malformation*.  Miui-Balloon  Catheter,  Isobutyl 
Key  2-Cyanoacrylate,  Vascular  Embolization _ _ _ 

^TrMtment^'of7 Vascular  Lesions  by  Mini-Balloon  Catheterization  and 
Isobutyl  2-Cyanoacrylate  _ _ _ —  - 


tWriPAi  IswESTIQATeaCs?:^^  Q.  George;  Paul  H.  Pevsner;  Sherry  Brahman 
Associate  fHvgsrrGana(s): DeTmis .  E~  ™cPonrte11 


Facility:  KWC 


kxxsvLAUVB  KEOCfiSS  Cost:  1  Accumulative  Contract  Cost:  Accumulative  Supply  Cost: 


i  _ . 


Date  o?  Committee  fepftava.,0?..  „ 
Annual  Progress  Report  rfcB  2  5  1983 


FY-85  f£CCAS£: .  Contract  Cost:  Supply  Cost: 


Stuoy  QsjECTIVg:  To  either  obliterate  neurorad iologically  'or  make  surgical 
resectable  otherwise  inoperable  or.  extremely  difficult  vascular  lesions  and 


TSOMICAL  Approach:  Use  of  Isobutyl  2-Cyanoacrylate  in  small  amounts  delivered 
either  percutaneously  via  a  mini-balloon  catheter  or  delivered  directly 
intraonerablv  via  iniection  under  direct  visualization 


33  During  FY-82: 


See  enclosed  sheet. 


in  Total  (to  date):  28  patients  jjepoRS  Completion  OP  Stuoy:50  patients 

s _ _ _ 


Serious/Unexpected  Sice  Effects  in  Subjects  Participating  in  Project(if  roke  so  stats): 

See  enclosed  sheet.  . 


Conclusions: 


pusLiCATiofis  a?  Abstracts.  FY-82: 
See  enclosed  sheet. 
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CONTINUATION  OF  WORK  UNIT  NO.  2207  -  Treatment  of  Vascular 
Lesions  by  Mini-Balloon  Catheterization  and  Isobutyl 
2-Cyanoacrylate. 

PROGRESS  DURING  FY-82:  We  treated  a  total  of  28  patients  either 
surgically  or  via  gluing.  During  the  year,  there  were  no  deaths. 
Thirty-five  (35)  embolizations  on  ten  (10)  patients.  One  patient 
seemingly  had  total  obliteration  of  a  mandibular  arteriovenous 
malformation.  Again,  almost  all  other  patients  had  subsequent 
surgical  therapy  carried  out.  One  patient  developed  a  severe 
brain  stem  infoxtion  following  a  repeat  attempt  at  gluing  in  an 
AVM  which  had  reoccurred.  This  patient  was  subsequently  admitted 
to  a  nursing  home,  but  she  is  now  slowing  improving.  A  similar 
patient  complication  from  last  year  recovered  sufficiently  to 
allow  surgical  resection  of  his  massive  AVM,  a  procedure  from 
which  he  recovered  well.  The  percentage  of  patients  developing 
even  minor  complications  has  seemingly  improved  this  year, 
possibly  resulting  from  increased  experience  and  knowledge 
regarding  use  of  the  techniques.  (See  publications  from  Walter 
Reed  discussing  this.) 

SERIOUS/UNEXPECTED  SIDE  EFFECTS  IN  SUBJECTS  PARTICIPATING  IN 
PROJECT:  See  above  regarding  serious  side  effects  or  death.  All 

of  these  complications  would  be  expected  in  dealing  with  these 
serious  and  high  risk  patients.  It  should  be  noted  that  our 
overall  mortality  and  morbidity  rate  is  far  below  nationally 
published  series  in  treating  patients  with  these  lesions. 

CONCLUSIONS:  The  use  of  Isobutyl  2-Cyanoacrylate  as  an 

intravascular  agent,  delivered  either  percutaneous ly  via 
mini-balloon  catheter  techniques  or  interoperatively  via  direct 
intravascular  injection,  is  a  useful  surgical  adjunct  in  the 
treatment  of  otherwise  untreatable  high  risk  vascular  lesions. 
Probably  in  most  situations,  IBCA  alone  is  not  the  sole  answer  to 
the  treatment  of  intracranial  vascular  lesions,  since  we  have  had 
at  least  one  recurrence  following  seemingly  total  obliteration. 

PUBLICATIONS  OR  ABSTRACTS,  FY-82:  (1)  Combined 

Neurosurgical-Neuroradiological  Therapy  for  Cerebral  Arteriovenous 
Malformations — The  Walter  Reed  Protocol,  edited  by  Smith,  Haerer 
and  Russell,  Raven  Press,  NY  1982.  (2)  Presentations  of  results 

and  associated  findings,  American  Association  of  Neurologic 
Surgeon's  Meeting  in  April  1982.  (3)  Review  Article  in 

Neurosurgery ,  March  1982,  "Interventional  Radiology  Polymer  Update 
-  Acrylic".  (4)  Several  exhibits  accepted  for  current  pending 
AANS  in  April  1983.  (5)  Publication  pending  for  two  articles 

previously  accepted  by  the  American  Journal  of  Neuroradiology. 

(6)  Dr.  George  was  officially  invited  to  present  review  of  Walter 
Reed  work  and  present  his  recommendations  on  current  management  of 
these  problems  to  Intracranial  Vascular  Surgery  Session  at  AANS. 
(This  invitation  was  based  on  the  reputation  being  obtained  by 
this  study  at  Walter  Reed). 

ADDENDUM:  Would  like  to  add  as  additional  co-investigator  or 

associate  investigator  Joan  T.  Zajtchuk,  Colonel,  MC,  Chief, 
Otolaryngology-Head  and  Neck  Surgery. 
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Key  1&RDS:  Vitreous  Surgery,  Ocular  Trauma _ 


Title  cf  Project:  ,  „  J  ^  m 

A  Study  of  Eye  Trauma  and  Treatment  in  the  Military 


PrinCIFal  Investigator's):  Howard  P.  Cupples,  MD,  CPT,  MC,  USN 


Associate  Investigators):  Paul  V.  Whitmore,  MD,  COL,  MC,  USA 


Facility:  m-\ C 


Accumulative  rcDCASE  Cost:  Accumulative  Cg:itract  Cost:  Accumulative  Supply  Cost: 

0  0  0 


FY-83  fiEDCASE:  Contract  Cost:  Supply  Cost:  Date  of  Committee  ApproimuO?, 

0  0  0  Annual  Progress  Report  FEB  2  5  IS 


technical  Approach’  a  series  of  cases  of  ocular  trauma  managed  by  vitreous  surgery 
-  ^  techniques  will  be  compared  with  a  similar  series  drawn  retro-7 

spectively  from  records  of  NNMC  and  WRAMC  during  the  Vietnam  era  and  managed 
by  conventional  surgical  techniques.  A  computer  terminal  has  been  made  available 

Progress  Curing  FY-82:  All  prospective  cases  done  by  vitrectomy  techniques  haveont  7?r 
been  completed  and  the  results  of  this  series  are  the  subject  of  the  paper  to 
be  presented  at  the  American  Academy  of  Ophthalmology  annual  meeting  A  Nov  82. 

fiUMSER  OF  SU3JECTS  STUDIED: 


Total  (to  date): 


Before  Completion  of  Study:  100 


ScRlOUS/UflEXRECTED  SlDE  EFFECTS  Ifl  SUBJECTS  PARTICIPATING  IN  PROJECTOR  I!0.';£  SO  STATE):  No 
serious  unexpected  side  effects  to  vitreous  surgery  have  been  found  in  the 

maraoornonf 


Conclusions:  The  results  of  the  prospective  series  suggest  that  more  than  b0% 

of  such  severely  injured  eyes  can  be  salvaged  with  vitreous  surgical 
techniques  and  these  results  compare  almost  identically  with  results  from  other 
institutions.  Loss  of  eyes  with  certain  types  of  injuries  treated  by  previous 
methods  have  historically  run  greater  than  75%.  In  our  study,  comparison  with 
with  cases  matched  for  type  of  injury  will  be  made  upon  completion  of  the  review 

of  the  retrospective  series. _ _ _ 

Publications  or  Abstracts.  FY-82: 

Report  of  the  series  of  103  consecutive  cases  in  the  prospective  group  submitted 
for  publication  in  RETINA,  September  1982. 

"Vitrectomy  -  Surgical  Techniques  In  the  Management  of  Intraocular  Foreign 
Bodies"  -  presented  at  the  9th  Biennial  Walter  Reed  Ophthalmology  Postgraduate 
Course  27  April  1982. 


*  STUDY  OBJECTIVE  (cont’d):  combat  injuries  based  upon  the  analysis  of  data 
collected  during  the  study. 

#  TECHNICAL  APPROACH  (cont’d):  in  the  Eye  Clinic,  NNMC  and  we  are  currently 

gathering  and  tabulating  the  retrospective  cases. 
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Date:  5  Oct  82  toy  Um  r  flu. :  2310 


Status:  Inter  i?-i  x  Final 


SrA-iri'.j  , rr. : _ 13  April  78 _ 

Key  Words: _ 


P.ME  0.-  Covi  cTIC.-i: 


Title  cf  Project: 


MAJ  Thom  S.  Thomassen 
LTC  Kenyon  K.  Kramer 


Principal  InvESTIOATOaCs):  LTC  Fleming  D.  Wertz. 


Asscciate  Investigators): 


nJoLL  LAI  t  IKVeai  lUMIU'AO/  . 

Facility:  MtfNC 

□ 

Dept/Svc:  Ophthalmology  Service 

Accumulative  i-EOCASS  Cost: 

Accumulative  Contract  Cost: 

Accumulative  Supply  Cost: 

FY-83  r£DCAS£:  Contract  Cost:  Supply  Cost: 

!  Date  of  Committee  Approval.  Of  „  _ 

|  Annual  Progress  Report  FEB  2  5  1983 

..  _  -  J 

1 _ _ 

Study  Objective:  To  evaluate  intraocular  lenses  with  regard  to  safety  in  the 


treatment  of  aphakia _ 

technical  Approach:  Intraocular  lenses  will  be  implanted  in  selected  patients  either 
at  the  time  of  cataract  extraction  or  in  a  second  operation  following  cataract 
extraction.  This  is  a  part  of  a  nationwide  collaborative  study  to  determine  the 
Progress  During  FY-82:  C  incidence  of  adverse  effects. 

46  patients  had  implants  with  no  adverse  effects  directly  to  the  lens. 


f!lM3eft  Or  SU3JECTS  STUDIED: 

FY-82j _ A6_  Total  (to  date):  *34 _  Before  Collet  ion  of  Study:  unknown 

Serious/Unsxpected  Side  Effects  in  Subjects  Participating  in  Projector  non-  so  state): 

_ None _ 

Conclusions  : 

Excellent  results  indicate  sufficient  value  to  continue  with  this 

protocol. 


Publications  or  Abstracts.  FY-82: 

None . 
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DISPOSITION 

FORM 

|  Pm  uh  *4  *<•  tow,  ih  AH  349«19*  thm  pupnnt  I*  TAOCIM.  | 

•CFCItCNCC  0*  Of'ICf  StmSOL 

su*JfCT  Annual  Progress  Report*  FY  82,  Clinical  Investigatio 

HSHL-SI 

Program,  Work  Unit  #2311 

"Lyophilized  Fascia  Lata  for  Ptosis  Surgery" 

*8,  Dep  Clin  Invest, 
WRAMC 


FROM 

Ophthal  Svc, 
WRAMC 


14  January,  1983 
Dr.  Katzjfkm  6/1964 


1.  Reference  above  Work  Unit,  one  additional  case  has  been  performed  at  Walter  Reed 
Hospital.  Patient's  name  is  Bainbridge,  Charity,  dependent  ssan*  170-44-2751. 

2.  Diagnosis*  congenital  ptosis,  bilateral  frontalis  sling  using  lyophilized  fascia 
lata  was  performed  without  complications.  At  this  time,  patient  is  still  being  fol¬ 
lowed  . 

3.  Dr.  Broughton  has  published  the  initial  report  of  the  fascia  lata  study. 

4.  The  technical  approach  has  not  been  modified  currently  and  no  serious  and  unex¬ 
pected  side  effects  and  complications  have  been  met  with. 

5.  The  study  at  present  is  continuing  under  the  same  director. 


/  Woman  N.K.  Katz,  MD 
COLONEL,  MC  US  ARMY 
Ophthalmology  Svc,  WRAMC 
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DISPOSITION  FORM 

For  imo  of  mil  form,  mo  AM  340-19,  mo  proponent  tmney  it  TAGO 

REFERENCE  OM  OFFICE  SYMBOL 

subject  Annual  Progress  Report:  FY-82,  Clinical  Investigation 

Program,  Work  Unit  #2312,  Amsler  Grid/Laser  Interferometry 

HSHL-SI 

Study  Assessment  of  Visual  Acuity  Pre  and  Post.... 

T<»  t  C,  Dep  Clinical  Invest. 
WRAMC 


frommaJ  Thom  S.  Thomas  sen,  M(P*te 
Ophthalmology  Service 


17  JAN  1983 
TST/tb/6 1966/6 7 


1.  CPT  Raysor  has  left  Walter  Reed  Army  Medical  Center  and  did  not  work  on  this  project. 

2.  Since  CPT  Raysor  has  left  WRAMC,  with  no  one  to  take  his  place,  this  study  can  be 
terminated  for  the  present  time. 


THOM  S.  THOMASSEN,  MD 
MAJ,  MC,  US  ARMY 
Ophthalmology  Service 
Walter  Reed  Army  Medical  Center 
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2496 


Wiv tout  tOITtONt  WILL  M  UND 


rtsvnac  omcti  iMt-m-ni 


DISPOSITION  FORM 


For  im  of  thi*  form,  in  AH  340*15;  th*  proponent  sptncy  i«  TAGO 


subject  AnnUg  ;  proj-re^s  ^eport:  r  Y  -  E  ?  ,  J 

Investigation  Proenp,  Work  Unit  ??)12 
of  Cystold  Macular  Edema  Post  Cataract 


TO  C,  Dep  Clin  Invest 


from  CPr  Charles  5.  Tressl«¥,MC 

Ophthalmology  5vo 


l7 


1 ini  cal 

,  The  Incldenc 
Extraction. 

Jan  83  cmt  i 


Shortly  after  receiving  the  first  notification  last  autumn  (198?), 

I  went  to  the  Office  of  Clinical  Investigation  and  asked  to  have  my 
project  olaced  on  an  Inactive  status.  There  were  several  reasons  for 
this  action. 

For  a  good  portion  of  last  year  (June  through  November  196?)  I  was 
either  on  TDY  orders  or  working  at  a  clinic  away  from  Walter  Reel  Army 
Medical  Center.  Furthermore,  to  date  I  have  not  had  any  subjects 
Involved  in  my  study.  Part  of  the  reason  for  this  Is  that  I  had  not 
clearly  defined  how  I  Intended  to  randomize  xy  study.  In  addition,  there 
was  some  question  as  to  whether  other  surcreons  would  comply  with  the 
protocol  as  outlined. 

When  I  aporoached  the  Clinical  Investigation  Department  last  autumn 
It  wa<=  my  understanding  that  by  placlnsr  my  study,  which  clinically  had 
not  started,  on  an  inactive  list  I  would  not  have  to  file  an  annual  report. 

I  aooloa-lze  for  my  misunderstanding  and  any  Inconvenience  this  may 
have  caused.  I  do  intend  to  reactivate  my  study  with  the  necessary 
changes  this  spring  via  the  proper  channels  as  outlined  by  the  Department 
of  Clinical  Investigation. 

Thank  you. 


Charles  S.  Tressler  MD,  CPT  MC 
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M  jm  M9P 


'NS  WILL  •(  UStD 


S.  QOvtIMtMT  PRtVTlM.  Orrtlt:  1»1«» 


w  1 


Pats:  15  NOV  8g  toy  livit  fio,:  2314 


Starting  Pate:  JULY  1981 


_ Status:  Interim _ Fikal  x 

Hatf  of  Completion:  N/A _ 


Key  toas: _ _ _ [ _ 

Title  cf  Project:  Comparison  of  External  Measurements  In  Normal, 

Entropic,  and  Ectropic  Lids 


PrikCIPal  I.*f/£STlCATOa(s) :  Kevin. G.  Maguire,  CPT,  MC 


Associate  I«vsstigator(s):  N/A 


Facility:  WfflC 


Accumulative  fEDCASE  Cost: 
o 


De?t/Svc  :  OPHTHALMOLOGY 


Accumulative  Contract  Cost: 

o 


tY-83  FECCASS:  Contract  Cost:  Supply  Cost: 


Accumulative  Supply  Cost: 

0 


Date  of  Committee  Approval  Of 
Annua.  Progress  Report  N/a 


Study  Objective: 


TEchn  i  calApproach  : 


Progress  During  FY-82: 


fiUMSeft  OF  Sj3JcCTS  STUDIED: 

FY-82j _  Total  (to  date): _  Before  Completion  of  Studyj _ 

Serious/Unexpected  Side  Effects  in  Susjects  Participating  in  ProjecKif  none  so  state): 

Conclusions:  — ~ 

Protocol  terminated,  investigator  is  no  longer 
assigned  to  WRAMC. 


Publications  or  Abstracts.  FY-S2: 
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DISPOSITION  FORM 


Pm  hh  ti  Ai«  hm,  n<  AR  146-1 S»  i 


fttPCRKNCC  0*  OfFICl  SYmML 

HSHL-SI 


C,  Dep  Clin  Invest, 
WRAMC 


»  >>«»«« in  «f«n«y  It  TA8CIM. 


suffer  Annual  Progress  Report!  FY  82,  Clinical  Investigatio 
rogram,  Work  Unit  #2315,  "Results  in  Strabismus  Employing 
:he  WRAMC  Modification  of  Adjustable  Suture  Technique  of 
cular  Rectus  Muscle  Recession*" 


FROM  DATE  CMT  1 

Ophthal  Svc,  14  January,  1983 

WRAMC  Dr.  Katztfkm  6/1964 


1.  Reference  the  above  Work  Unit,  the  clinical  investigation  project  was  completed 
30  June,  1982.  The  results  were  reported  at  the  Biennial  Walter  Reed  Alumni  Meeting 
and  Post-Graduate  Ophthalmology  Course.  The  results  are  being  prepared  in  paper  form 
for  publication. 

2.  The  manuscript  when  completed  will  be  forwarded  to  the  Clinical  Investigation 
Department  for  approval  prior  to  sending  for  publication. 

3.  The  accumulative  MEDCASE,  contract,  supply,  cost  and  items  J,K,L,M,N,0,P,  &  Q 
are  not  applicable. 


A,'*.*, 


r  V/  — ViL.rfV'C— — 

Norman  N.K.  iCatz,  MD 
COL,  MC  US  ARMY 

Ophthalmology  Svc,  Dept  Surg,  WRAMC 
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Date:  26  JAN  83  ray  fort  Ko.:  2400 _  I  Status:  |«T£>»h  X _ Fj;:al 


c  ,  n  n  r  1st  Phase  by  JAN  84 

STARTlLJ  Date:  October  1980  D«TE  Or  CotfPicTiCH:  tttm 


Key  Uoros: 


Title  cf  Project: 

Clinical  and  Biomechanical  Investigation  of  Knee  Ligament  Laxity 


■on  D.  Tremaine 


Principal  IsvestigatgaCs 


Associate  InvestigatorCs):  Dr.  Youngil  Youm 


Facility:  WRA*!C   I  Dept/Svc 


Orthopaedic  Service 


Accumulative  fiEOCASE  Cost 


Accumulative  Contract  Cost:  Accumulative  Supply  Cost*. 

Computer  .&  Access.  Tj|^|l  |5^p|i8gU®5200EST  $600 


FY-83  i'SJCASE:  Contract  Cost: 


Date  of  Committee  Apprcmsl .Df.  „ 
Annual  Progress  Report  Fed  2  5  1983 


SrjQY  Objective:  Complete  knee  stress  machine,  complete  psychological  testing 
profile,  complete  computerization  of  Cybex  Isokinetic  machine 


technical  Approach: 


No  modifications  to  original  protocol 


PROGRESS  foams  FV-S2:  No  subjects  studied,  but  knee  stress  machine  and  computerization 
of  Cybex  machine  almost  completed.  Ready  for  testing  in  next  few  months. 
Psychological  testing  started.  Not  completed. 


fluMSSR  of  Subjects  Studies: 

FY-82: _  Total  (to  pate):  Approx  50  Before  Completion  of  Studyj _ 


ScRious/li'iEXFcCTED  Sioc  Effects  in  Subjects  Participating  in  Project(jf  home  so  state): 

No  serious  side  effects  • _ 


Conclusions: 


PUBLICATIONS  OR  ABSTRACTS.  FY“S2 : 

One  abstract  submitted  to  Engineering  Journal  describing  knee  stress  machine. 
Anticipate  a  patent,  and  probably  another  abstract  concerning  Cybex 
Computerization 
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DATE:  30  Sep  82 


WORK  UNIT  NO 


2517 


STATUS :  INTERIM 


FINAL  X 


STARTING  DATE:  August  1977  DATE  OF  COMPLETION:  September  1982 


KEY  WORDS:  aural  rehabilitation,  rehabilitation,  lipreading,  auditory- 
visual  integration 


TITLE  OF  PROJECT:  Evaluation  of  a  Specialized  Technique  for  Training 
Audio-Visual  Integration 


PRINCIPAL  INVESTIGATOR(S) :  Allen  A.  Montgomery 


ASSOCIATE  INVESTIGATOR(S) :  Brian  E.  Walden,  Daniel  M.  Schwartz,  Robert  A. 

Prosek,  Earl  Wilkinson 


FACILITY:  WRAMC  DEPT/SVC:  Dept,  of  Surgery/Otolaryngology  Service 

ACCUMULATIVE  MEDCASE 
COST: 

ACCUMULATIVE  CONTRACT 
COST: 

ACCUMULATIVE  SUPPLY 

COST:  FEB  2  5  19fl3 

FY-83  MEDCASE:  CONTRACT  COST:  SUPPLY  COST: 

DATE  OF  COMMITTEE  APPROVAL 
OF  ANNUAL  PROGRESS  REPORT 

STUDY  OBJECTIVE:  This  study  is  designed  to  evaluate  the  effectiveness  of  a 
newly-developed  training  procedure  for  improving  patients'  ability  to  use 
the  audible  and  visible  aspects  of  speech  simultaneously  [audio-visual 
integration  (AVI)]. 


TECHNICAL  APPROACH:  Twenty-four  hard-of-hearing  patients  were  divided  into 
control  and  experimental  groups  and  tested  before  and  after  receiving  either 
traditional  rehabilitation  or  the  AVI  technique.  The  AVI  training  was  done 
individually  in  10  one-hour  sessions  by  trained  rehabilitationists .  The 
before  and  after  testing  consisted  of  a  100-item  sentence  test  presented 
audlovlsually  in  noise,  and  the  data  were  analyzed  with  parametric  statis¬ 
tics  (t-tests  and  ANACOVA) .  In  addition,  a  group  of  12  normally-hearing 
people  were  tested  at  a  similar  Interval  to  assess  the  learning  effects  of 
the  test. 


PROGRESS  DURING  FY-82:  The  data  were  reanalyzed  and  the  manuscript  was 
revised  to  address  the  important  issue  of  the  effect  of  guessing  on  pre-  and 
post-testing  performance.  This  issue  was  raised  by  a  recent  study  and 
reflects  directly  on  our  data.  The  issue  has  been  resolved  in  our  favor, 
and  the  study  has  been  strengthened  by  the  additional  analysis. 
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Annual  Progress  Report  (cont.)  -  Work  Unit  #2517 


NUMBER  OF  SUBJECTS  STUDIED: 

FY-82:  0  TOTAL  (TO  DATE):  24  BEFORE  COMPLETION  OF  STUDY:  _ 24 


SERIOUS/UNEXPECTED  SIDE  EFFECTS  IN  SUBJECTS  PARTICIPATING  IN  PROJECT  (IF 
NONE  SO  STATE):  None. 


CONCLUSIONS :  The  technique  appears  to  be  a  useful  and  efficient  way  to 
improve  new  hearing  aid  users'  ability  to  use  the  visual  (lipreading) 
component  and  the  auditory  component  of  speech  simultaneously. 


PUBLICATIONS  OR  ABSTRACTS,  FY-82:  A  manuscript  is  in  preparation  for 
submission  to  Ear  and  Hearing. 
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DATE:  30  Sep  82 


WORK  UNIT  NO 


2523 


STATUS:  INTERIM 


FINAL  X 


STARTING  DATE:  June  1978 


DATE  OF  COMPLETION:  September  1982 


KEY  WORDS:  hearing  aids,  quality  judgments,  electroacoustic 


TITLE  OF  PROJECT:  The  Relationship  Between  Electroacoustic  Parameters  and 
Perceived  Sound  Quality  of  Hearing  Aids 


PRINCIPAL  INVESTIGATOR(S):  Daniel  M.  Schwartz 


ASSOCIATE  INVESTIGATOR(S) :  Allen  A.  Montgomery,  Brian  E.  Walden,  Robert  A 

Prosek,  David  H.  Lay land 


FACILITY:  WRAMC 


DEPT/SVC:  Dept,  of  Surgery/Otolaryngology  Service 


ACCUMULATIVE  MEDCASE 
COST:  $18,650 


ACCUMULATIVE  CONTRACT 
COST: 


FY-83  MEDCASE;  CONTRACT  COST;  SUPPLY  COST:  DATE  OF  COMMITTEE  APPROVAL 

OF  ANNUAL.  ERDGRESS  REPORT 


STUDY  OBJECTIVE:  To  determine  the  relationship  between  various  perceptual 
dimensions  and  the  physical  characteristics  of  hearing  aids  in  judging  the 
sound  quality  of  hearing  aid  processed  speech. 


TECHNICAL  APPROACH:  A  single  20  second  tape  recorded  passage  consisting  of 
an  interpretive  reading  from  "The  Adventure  of  Tom  Sawyer"  was  hearing  aid 
processed  through  each  of  20  commercially  available  hearing  aids  in  a  paired 
comparison  format.  The  recording  procedure  was  accomplished  using  KEMAR 
equipped  with  Zwislocki-type  ear  simulators. 

For  Che  playback  phase  10  normal  hearers,  10  subjects  with  high  fre¬ 
quency  hearing  loss,  and  10  with  flat  loss  were  each  Instructed  to  furnish 
two  types  of  responses;  ratings  of  similarity  and  judgments  of  preference 
based  on  the  quality  of  the  hearing  aid  processed  speech.  Similarity 
ratings  were  made  on  a  7-point  equal  appearing  interval  scale,  where  1 
represented  very  similar  and  7  dissimilar.  Preference  judgments  consisted 
of  identifying  Che  aid  within  each  pair  which  had  preferable  sound  quality. 


PROGRESS  DURING  FY-82 


301 


Annual  Progress  Report  (cont.)  -  Work  Unit  #2523 


NUMBER  OF  SUBJECTS  STUDIED: 

FY-82:  0  TOTAL  (TO  DATE):  20  BEFORE  COMPLETION  OF  STUDY:  _ 20 


SERIOUS/UNEXPECTED  SIDE  EFFECTS  IN  SUBJECTS  PARTICIPATING  IN  PROJECT  (IF 
NONE  SO  STATE):  None. 


CONCLUSIONS :  The  finding  that  low-frequency  cutoff  dominates  listener  judg¬ 
ments  of  hearing  aid  sound  quality  is  in  direct  contrast  to  the  amplifica¬ 
tion  needs  of  hearing  impaired  patients.  That  is,  an  extensive  body  of 
research  literature  suggests  that  amplification  of  low  frequeny  speech 
sounds  and  noise  may  create  an  upward  spread  of  masking  and  thus  degrade  the 
intelligibility  of  speech.  Hence,  the  data  of  the  present  study  reveals 
that  the  electroacoustic  characteristic  that  results  in  the  best  sound 
quality,  i.e.,  low  low-cutoff  frequency,  may  not  be  the  one  that  results  in 
improved  speech  understanding  with  a  hearing  aid. 


PUBLICATIONS  OR  ABSTRACTS,  FY-82:  A  manuscript  is  being  prepared  for  sub¬ 
mission  to  the  Journal  of  Speech  and  Hearing  Research. 


NOTE:  The  Principal  Investigator  on  this  protocol  has  resigned  his  position 
effective  1  October  1982. 
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DATE:  30  Sep  82 


WORK  UNIT  NO 


2525 


INTERIM  X  FINAL 


STARTING  DATE:  August  1978  DATE  OF  COMPLETION:  February  1983 


KEY  WORDS:  lipreading,  synthetic  speech,  computer  graphics,  aural 
rehabilitation 


TITLE  OF  PROJECT:  Generation  and  Evaluation  of  Synthetic  Facial  Images  for 
Studying  and  Training  Lipreading 


PRINCIPAL  INVESTIGATOR(S) :  Allen  A.  Montgomery 


ASSOCIATE  INVESTIGATOR(S) :  Brian  E.  Walden,  Robert  A.  Prosek,  Daniel  M. 

Schwartz,  Kweon  I.  Stanbaugh 


1 

FACILITY:  WRAMC  DEPT/SVC:  Dept,  of  Surgery/Otolaryngology  Service  i 

ACCUMULATIVE  MEDCASE 
COST:  $7,595.00 

ACCUMULATIVE  CONTRACT 

COST: 

1 

ACCUMULATIVE  SUPPLY 

COST:  $692.60 

FY-83  MEDCASE:  CONTRACT  COST:  SUPPLY  COST: 

DATE  OF  COMMITTEE  APPROVAL 

OF  ANl^^  g^OGRESS  REPORT 

STUDY  OBJECTIVE:  This  study  is  designed  to  evaluate  the  feasibility  of 
simulating  on  a  computer  graphics  system,  the  information-bearing  elements 
of  the  talker's  mouth  and  face  during  speech,  for  the  purpose  of  studying 
lipreading  in  hard-of-hearing  patients. 


TECHNICAL  APPROACH:  The  final  phase  of  this  project  involves  the  incorpora¬ 
tion  of  phoneme-timing  information  into  the  model,  the  development  of 
realistic  standards  for  forward  and  backward  coarticulation,  the  software 
revision  to  allow  direct  phoneme-to-image  translation,  and  the  evaluation  of 
the  system  with  hearing  impaired  subjects. 


PROGRESS  DURING  FY-82:  The  timing  information  has  been  gathered  from 
several  sources  and  is  available  for  incorporation  into  the  computer-based 
model.  Standards  for  the  exact  amount  of  coarticulation  that  is  needed  to 
produce  natural-appearing  visual  images  have  been  developed,  but  seem  to  be 
unnecessarily  complex  and  dependent  on  the  specific  consonants  and  vowels 
involved.  The  software  has  been  revised  to  permit  approximately  a  10:1 
reduction  of  the  time  required  to  convert  phoneme  Information  to  animated 
Images.  However,  when  the  timing  subroutine  is  incorporated  in  final  form, 
we  anticipate  another  significant  reduction  in  the  conversion  time. 
Evaluation  of  the  system  is  scheduled  to  begin  in  mid-October. 
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NUMBER  OF  SUBJECTS  STUDIED: 

FY-82:  0  TOTAL  (TO  DATE):  20  BEFORE  COMPLETION  OF  STUDY:  _ 30 


SERIOUS /UNEXPECTED  SIDE  EFFECTS  IN  SUBJECTS  PARTICIPATING  IN  PROJECT  (IF 
NONE  SO  STATE):  None. 


CONCLUSIONS :  Technical  refinements  and  software  modifications  dominated  the 
research  effort  during  FY-82.  The  animated  images  that  the  system  produces 
now  are,  in  general,  quite  realistic  and  a  successful  evaluation  is  antici¬ 
pated. 


PUBLICATIONS  OR  ABSTRACTS,  FY-82: 

Montgomery,  A.  A.,  and  SooHoo,  G.  ANIMAT:  A  set  of  programs  to 
generate,  edit,  and  display  sequences  of  vector-based  images.  Behavior 
Research  Methods  &  Instrumentation,  14(1),  39-40,  1982. 
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DATE:  30  Sep  82 


STARTING  DATE: 


WORK  UNIT  NO.: 


January  1979 


2526 


STATUS:  INTERIM  X  FINAL 


DATE  OF  COMPLETION:  September  1983 


I 

}  KEY  WORDS:  self-assessment,  inventory,  hearing  impaired,  communication 


TITLE  OF  PROJECT:  Development  of  a  Communication  Self-Assessment  Inventory 
of  the  Hearing  Impaired  Soldier 


PRINCIPAL  INVESTIGATOR(S):  Marily  E.  Demorest,  Sue  A.  Erdman 


ASSOCIATE  INVESTIGATOR(S):  Roy  K.  Sedge 


FACILITY:  WRAMC  DEPT/SVC:  Dept,  of  Surgery/Otolaryngology  Service 

ACCUMULATIVE  MEDCASE 
COST: 

ACCUMULATIVE  CONTRACT 
COST: 

ACCUMULATIVE  SUPPLY 
COST:  $1621.60 

FY-83  MEDCASE:  CONTRACT  COST:  SUPPLY  COST: 

$6000.00 

DATE  OF  COMMITTEE  APPROVAL 
OF  ANNUAL  PROGRESS  REPORT 
KB  2  5  1983 

STUDY  OBJECTIVE:  The  objective  of  this  project  is  to  develop  a  communica¬ 
tion  self-assessment  Inventory  to  be  used  in  the  Inpatient  Aural  Rehabili¬ 
tation  Program  of  the  Army  Audiology  and  Speech  Center,  WRAMC.  The  specific 
purposes  of  this  Inventory  are: 

a.  To  assess  progress  in  environmental  control,  and  in  emotional, 
social,  familial,  and  vocational  adjustment  to  the  handicap  as  a  result  of 
the  Aural  Rehabilitation  Program  (i.e.,  a  quantitative  index  of  improvement 
provided  by  pre-  and  post-program  scores). 

b.  To  establish  a  baseline  for  planning  a  patient's  environmental 
control  training  and  adjustment  counseling  in  the  Aural  Rehabilitation 
Program. 

c.  To  provide  prognostic  indicators  of  short-term  success  in  communi¬ 
cation  (pre-program  administration). 

d.  To  provide  prognostic  indicators  of  long-term  success  in  communica¬ 
tion  after  returning  to  duty  station  (post-program  administration). 


TECHNICAL  APPROACH:  Having  determined  during  FY-80  that  the  Hearing  Perfor¬ 
mance  Inventory  (T.C.  Giolas  et  al.,  JSHD,  1979)  would  not  fulfill  the  Army's 
needs  for  a  communication  inventory  (see  FY-80  APR),  we  undertook  to  develop 
our  own  inventory.  A  large  pool  of  items  was  developed  and  administered  to 
a  large  number  of  patients.  Responses  to  the  inventory  were  subjected  to 
statistical  analysis.  A  revised  version  of  155  items  is  currently  being 
tested  as  a  final  phase  of  inventory  development. 
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PROGRESS  DURING  FY-82 ;  The  original  form  consisting  of  215  items  was 
modified  following  statistical  analyses.  The  revised  form  is  comprised  of 
155  items.  On  the  basis  of  clinical  observations  and  factor  analyses,  the 
scales  and  subscales  were  also  revised  to  provide  more  specific  information 
to  the  clinician.  The  scales  include  revisions  of  Communication  Perfor¬ 
mance,  Communication  Environment,  Behavioral  Adjustment,  and  Personal 
Adjustment.  The  Communication  Information  scale  was  deleted.  A  new  scale 
was  included  to  address  Communication  Strategies.  (Additional  information 
regarding  the  revised  scales  and  subscales  can  be  obtained  from  the 
Audiology  Section  upon  request.) 

The  attempt  to  automate  the  testing  process  utilizing  the  laboratory 
computer  system  was  unsuccessful.  At  this  time  efforts  are  being  made  to 
evaluate  an  optical  scanner  system  for  processing  patient  responses. 


■  NUMBER  OF  SUBJECTS  STUDIED: 

| 

I  FY-82:  300  TOTAL  (TO  DATE):  407  BEFORE  COMPLETION  OF  STUDY:  700 

t 

j  - 

SERIOUS/UNEXPECTED  SIDE  EFFECTS  IN  SUBJECTS  PARTICIPATING  IN  PROJECT  (IF 
NONE  SO  STATE):  None. 


CONCLUSIONS :  Not  applicable  at  this  time. 

PUBLICATIONS  OR  ABSTRACTS,  FY-82:  Not  applicable  at  the  present  time. 


DISPOSITION  FORM 

Fm  um  of  ttii,  form,  MO  Aft  340-18;  tho  proponent  apney  ■«  TAGO. 

REFERENCE  Oft  OFFICE  SYMBOL 

SUBJECT 

HSHL-SES 

Clarification  of  Annual  Progress  Report  for 

Work  Unit  #  2526 

Dr.  Hanson 

Dr.  Boehm,  Chief  DCI 


Sue. A.  Erdman,  M.A. 


14  December  1982 


1.  The  following  information/explanation  is  furnished  at  your  request  for 
clarification  of  budget  changes  in  Work  Unit  4*2526. 

2.  It  has  been  proposed  that  Dr.  Marilyn  Demorest  (formerly  Wang)  return  to  WRAMC  on 

a  full  time  basis  for  work  on  this  project  during  the  summer  of  1983.  Final  statistical 
analysis  and  publication  of  the  Communication  Profile  for  the  Hearing  Impaired  in 
test  manual  form  (in  compliance  with  APA  guidelines)  can  be  accomplished  within  this  time 
frame  if  she  extends  her  work  here  to  a  full-time  basis  for  a  two  month  period.  She  will 
have  worked  on  this  project  for  nearly  two  years  as  a  Red  Cross  Volunteer  following  her 
initial  year  here  (1980)  on  temporary  hire.  Data  analyses  during  the  summer  of  1983 
will  involve  results  from  nearly  1000  subjects,  two  revised  forms  of  the  questionnaire 
in  addition  to  audiometric  data  for  the  relevant  subjects. 

3.  Our  current  time  and  staff  constraints  would  preclude  accomplishing  these  goals 
within  the  desired  time  frame.  Inability  to  fund  the  remaining  work  on  this  project 
could  necessitate  relinquishing  the  project  to  another  facility  or  significant  delays 
in  the  completion  of  the  study,  publication  of  the  results  and  the  test  materials  in 
manuscript  and/or  manual  form. 


Sue  Ann  Erdman,  M.A. 
Audiologist 
AA&SC,  WRAMC 

Principal  Investigator 
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FREVIOUS  EDITIONS  WILL  SI  USSO 


DATE:  30  Sep  82  WORK  UNIT  NO.:  2529  STATUS:  INTERIM _  FINAL  _X 

STARTING  DATE:  April  1981  DATE  OF  COMPLETION:  30  Sep  82 

i 

KEY  WORDS:  auditory  brainstem  response,  high  frequency  hearing  loss 

TITLE  OF  PROJECT:  Effect  of  High  Frequency  Sensorineural  Hearing  Loss  on 
the  Latency  of  the  Brainstem  Response 

PRINCIPAL  INVESTIGATOR(S) :  Daniel  M.  Schwartz 

ASSOCIATE  INVESTIGATOR(S):  Don  B.  Blakeslee,  Roy  K.  Sedge,  Robert  L. 

Henderson 

FACILITY:  WRAMC  DEPT/SVC:  Dept,  of  Surgery/Otolaryngology  Service 


ACCUMULATIVE  MEDCASE 
COST: 

ACCUMULATIVE  CONTRACT 
COST: 

ACCUMULATIVE  SUPPLY 
COST: 

FY-83  MEDCASE:  CONTRACT  COST:  SUPPLY  COST: 

DATE  OF  COMMITTEE  APPROVAL 
OF  ANNUAL  PROGRESS  REPORT 

FEB  2  5  1983 

STUDY  OBJECTIVE:  To  examine  the  effects  of  high  frequency  hearing  loss  and 
the  role  of  mathematical  correction  factors  on  the  ABR. 


t  _ 

[  TECHNICAL  APPROACH:  Auditory  brainstem  responses  were  recorded  monaurally 

with  disc  electrodes  attached  to  the  vertex  and  earlobes.  Responses  were 
recorded  to  alternating  condensation  and  rarefaction  clicks  at  65,  75  and  85 
dB  NHL. 


PROGRESS  DURING  FY-82 :  48  sensorineural  hearing  loss  subjects  have  been 

run. 


NUMBER  OF  SUBJECTS  STUDIED: 

FY-82:  8  TOTAL  (TO  DATE):  48  BEFORE  COMPLETION  OF  STUDY:  _ 48 


SERIOUS/UNEXPECTED  SIDE  EFFECTS  IN  SUBJECTS  PARTICIPATING  IN  PROJECT  (IF 
NONE  SO  STATE):  None. 


CONCLUSIONS:  Click  polarity  was  found  to  effect  wave  I  such  that  percent  of 
absence  of  wave  I  was  found  to  increase  considerably  when  using  condensation 
and  alternating  clicks.  For  alternating  clicks  wave  I  was  absent  in  56X  of 
the  cases  at  65  dB  NHL  and  38X  at  the  two  higher  intensities.  Wave  I  was 
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absent  least  often  (16%)  for  rarefaction  clicks  at  85  dB  NHL.  High  fre¬ 
quency  hearing  loss  at  6000  Hz  tended  to  correlate  best  with  wave  V  latency 
delay  such  that  a  delay  of  0.1  msec  was  shown  to  occur  with  every  10  dB  of 
hearing  loss.  Analysis  of  the  Individual  scatter  of  data,  however,  showed 
the  error  that  would  occur  If  such  a  correction  factor  was  used.  Not  only 
did  statistical  analysis  reveal  that  only  17%  of  the  variance  was  accounted 
for  solely  on  the  basis  of  hearing  loss,  but  scatter  plots  of  the  data 
showed  that  over  or  underestimates  of  latency  delay  will  occur  if  one  uses  a 
correction  factor. 

What  proved  valuable,  however,  was  to  use  a  single  index  of  seven 
milliseconds  for  wave  V  latency  and  4.6  msec  for  the  I-V  inter-peak  latency 
to  demarcate  between  cochlear  and  VIII**1  nerve  tumor  ears. 


PUBLICATIONS  OR  ABSTRACTS,  FY-82:  Manuscript  in  preparation  for  submission 
to  a  scientific  journal. 


NOTE:  The  Principal  Investigator  on  this  protocol  has  resigned  his  position 
effective  1  October  1982. 
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DATE:  30  Sep  82 


WORK  UNIT  NO.:  2530 


STATUS :  INTERIM 


FINAL  X 


STARTING  DATE:  May  1980  DATE  OF  COMPLETION:  July  1982 


TITLE  OF  PROJECT:  Test  of  the  Assumptions  Underlying  the  Comparative  Hear¬ 
ing  Aid  Evaluation 


KEY  WORDS:  comparative  hearing  aid  evaluation,  hearing  aids,  validity, 
reliability 


PRINCIPAL  INVESTIGATOR(S):  Brian  E.  Walden 


ASSOCIATE  INVESTIGATOR(S) :  Joanne  M.  Crowley,  Daniel  M.  Schwartz,  Dennis  L. 

Williams,  Michael  H.  Mayer 


FACILITY:  WRAMC  DEPT/SVC:  Dept,  of  Surgery/Otolaryngology  Service 

ACCUMULATIVE  MEDCASE 
COST: 

ACCUMULATIVE  CONTRACT 
COST: 

ACCUMULATIVE  SUPPLY 
COST: 

FY-83  MEDCASE:  CONTRACT  COST:  SUPPLY  COST: 

DATE  OF  COMMITTEE  APPROVAL 
OF  ANNUAL  PROGRESS  REPORT 

FEB  2  5  1983 

STUDY  OBJECTIVE:  The  purpose  of  this  research  is  to  test  the  assumptions 
which  underlie  the  comparative  hearing  aid  evaluation  (CHAE).  Among  the 
questions  to  be  answered  are:  a)  Do  clinically  and  statistically  signifi¬ 
cant  performance  differences  exist  among  hearing  aids  preselected  to  be 
appropriate  to  the  patient's  hearing  loss?  b)  Does  the  same  Instrument 
tend  to  be  best  for  all  patients?  c)  Are  available  test  materials  suffi¬ 
ciently  reliable  for  use  in  hearing  aid  selection?  d)  Are  the  results  of  a 
CHAE  stable  over  time?  e)  Do  the  results  of  a  CHAE  predict  patient  perfor¬ 
mance  in  the  real  world? 


TECHNICAL  APPROACH:  Hearing-impaired  subjects  selected  from  the  Aural 
Rehabilitation  Program  of  the  Army  Audiology  and  Speech  Center  are  adminis¬ 
tered  a  modified  comparative  hearing  aid  evaluation  (CHAE)  using  three 
behlnd-the-ear  instruments.  The  binomial  model  (at  .95  confidence)  is  used 
to  determine  if  significant  differences  exist  among  the  aided  monosyllabic 
word  recognition  in  noise  scores.  In  those  cases  where  the  interaid  differ¬ 
ences  exceeded  chance  performance,  two  additional  steps  were  taken.  First, 
the  patient  was  allowed  to  wear  each  of  the  three  Instruments  for  an 
extended  period  of  time  during  the  week  following  the  initial  CHAE.  At  the 
end  of  this  trial  use  period,  the  patient  indicated  which  aid  was  most 
acceptable  and  which  was  least  acceptable.  Second,  following  the  trial  use 
period,  the  CHAE  was  repeated. 
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PROGRESS  DURING  FY-82:  Data  acquisition  was  completed  on  a  total  of  45 
hearing  impaired  subjects.  Data  reduction  and  statistical  analysis  were 
completed.  A  manuscript  was  prepared  based  on  the  findings  of  this  investi¬ 
gation  and  was  submitted  for  publication  in  the  Journal  of  Speech  and 
Hearing  Disorders.  Currently,  it  is  under  editorial  review. 


NUMBER  OF  SUBJECTS  STUDIED: 

FY-82:  _  TOTAL  (TO  DATE*):  45  BEFORE  COMPLETION  OF  STUDY:  _ 45 


SERIOUS/UNEXPECTED  SIDE  EFFECTS  IN  SUBJECTS  PARTICIPATING  IN  PROJECT  (IF 
NONE  SO  STATE):  There  were  no  serious/unexpected  side  effects  in  subjects 
participating  in  this  project. 


CONCLUSIONS :  When  the  hearing  aids  preselected  for  evaluation  with  a 
patient  are  relatively  homogeneous  electroacoustically,  significant  interaid 
performance  differences  on  the  hearing  aid  evaluation  are  not  likely  to 
occur  very  often.  In  contrast,  when  the  aids  are  very  different  electro¬ 
acoustically,  significant  interaid  differences  may  occur  frequently.  In 
such  cases,  however,  interactions  between  hearing  aids  and  patient  perfor¬ 
mance  will  be  relatively  rare.  Further,  unless  there  are  fairly  large 
electroacoustic  differences  among  the  instruments  being  evaluated,  the 
test-retest  reliability  of  standard  monosyllabic  word  lists  may  not  be 
adequate  to  detect  typical  interaid  differences  that  occur  in  a  comparative 
hearing  aid  evaluation.  This  appears  to  be  the  case  even  when  100-item  test 
lists  are  used.  The  problem  becomes  greater,  the  shorter  the  test  lists 
employed.  The  data  also  suggest  that  the  performance  hierarchy  on  the 
clinical  evaluation  can  be  expected  to  change  for  many  patients  as  the  new 
hearing  aid  user  adjusts  to  amplification.  Finally,  the  instrument  which 
scores  highest  on  the  clinical  evaluation  is  not  necessarily  the  aid  that 
would  be  judge  most  beneficial  by  the  patient  based  on  trial  use  in  dally 
living  unless  relatively  large  interaid  difference  scores  are  obtained. 


PUBLICATIONS  OR  ABSTRACTS,  FY-82:  A  manuscript  has  been  prepared  and  is 
currently  under  editorial  review  by  the  Journal  of  Speech  and  Hearing 
Disorders . 
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DATE:  30  Sep  82 

WORK 

UNIT  NO.: 

2531 

STATUS :  INTERIM  _X_  FINAL  _ 

STARTING  DATE:  September 

1980 

DATE  OF  COMPLETION:  October  1983 

KEY  WORDS:  stuttering,  follow-up,  disfluency,  speech 


TITLE  OF  PROJECT:  Maintenance  of  Speech  Fluency  Following  an  Intensive 
Stuttering  Therapy  Program 


PRINCIPAL  INVESTIGATOR(S):  Marcia  D.  Bond-Liebertz 


ASSOCIATE  INVESTIGATOR(S) :  Pamela  Sllverwood,  Patryce  F.  Thompson,  Brenda 

W.  Lohsen,  Joyce  Gurevich-Uvena,  Christine  Fair, 
Gloria  Chi,  Robert  A.  Prosek 


FACILITY:  WRAMC 


DEPT/SVC:  Dept,  of  Surgery/Otolaryngology  Service 


ACCUMULATIVE  MEDCASE 
COST: 


ACCUMULATIVE  SUPPLY 
COST:  $321.60 


FY-83  MEDCASE:  CONTRACT  COST:  SUPPLY  COST: 


DATE  OF  COMMITTEE  APPROVAL 
OF  ANNUAL  PROGRESS  REPORT 

FES  2  5 


STUDY  OBJECTIVE:  To  determine  the  extent  to  which  fluency  improvement  is 
maintained  by  adult  stutterers  participating  in  the  Precision  Fluency 
Shaping  Program  during  a  nine-month  period  following  release  from  treatment. 


TECHNICAL  APPROACH:  Forty-seven  stutterers  who  are  participating  in  the 
Precision  Fluency  Shaping  Program  at  Walter  Reed  will  be  the  subjects  for 
this  study.  Tape-recorded  telephone  monologues  will  be  obtained  from  each 
subject  on  five  occasions:  1)  prior  to  the  initiation  of  therapy  (baseline), 

2)  immediately  after  completing  the  program  (four  weeks  after  baseline), 

3)  three  months  post-therapy,  4)  six  months  post-therapy,  and  5)  nine  months 
post-therapy •  After  giving  permission  to  record  the  monologue,  the  subject 
will  be  instructed  to  speak  for  five  minutes  about  his  speech,  or  his 
hobbles,  or  about  any  topic  that  Interests  him  (the  specific  content  of  the 
monologue  is  not  important). 

Two  general  measures  of  fluency,  percent  syllables  stuttered  (ZSS)  and 
syllables  per  minute  (SPM),  will  be  obtained  for  each  of  the  130  monologues. 
The  improvement  In  each  of  these  measurements  relative  to  the  baseline 
session  will  be  calculated  for  each  subject  for  each  poet-therapy  recording. 
Appropriate  statistics  will  be  applied  to  these  data  to  determine  if  the 
fluency  gains  made  by  the  program  are  retained  when  the  subject  finishes 
treatment . 
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PROGRESS  DURING  FY-82:  During  FY-82  progress  has  occurred  in  data  acquisi¬ 
tion  and  data  reduction.  Forty-seven  patients  have  been  recorded  in  the 
pre-therapy  condition.  Forty-three  subjects  have  been  recorded  in  the 
pre-therapy  and  immediate  post-therapy  condition.  Of  these,  28  have  also 
been  recorded  at  3  months  post-therapy;  23  at  6  months  post-therapy;  and  20 
at  9  months  post-therapy.  Fifteen  subjects  have  been  recorded  in  all  five 
conditions.  Data  reduction  has  begun  in  terms  of  transcribing  each  tape 
recorded  session,  counts  of  disfluencies ,  and  measurement  of  monologue 
duration.  To  date,  50  taped  sessions  have  been  completed.  This  represents 
approximately  one-third  of  the  data  reduction  needed  to  begin  data  analysis. 

Followup  recordings  have  not  been  obtained  from  some  subjects  due  to 
difficulty  locating  the  subject  and/or  contacting  the  subject  via  telephone, 
particularly  when  the  subject  is  in  a  duty  location  outside  CONUS. 

The  number  of  subjects  has  been  Increased  from  41  to  47  for  the  above 
reasons.  Estimated  completion  date  for  data  acquisition  Is  November  1982. 

NUMBER  OF  SUBJECTS  STUDIED: 

FY-82:  7  TOTAL  (TO  DATE):  47  BEFORE  COMPLETION  OF  STUDY:  47 

SERIOUS/UNEXPECTED  SIDE  EFFECTS  IN  SUBJECTS  PARTICIPATING  IN  PROJECT  (IF 
NONE  SO  STATE):  None. 

CONCLUSIONS :  Not  applicable  at  the  present  time. 

PUBLICATIONS  OR  ABSTRACTS,  FY-82:  Not  applicable  at  the  present  time. 
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DATE:  30  Sep  82 


WORK  UNIT  NO.:  2533 


STATUS:  INTERIM  X  FINAL 


STARTING  DATE:  August  1980 


DATE  OF  COMPLETION:  August  1983 


KEY  WORDS:  symmetric  high-frequency  hearing  loss,  monaural  amplification, 
dichotic  test 

TITLE  OF  PROJECT:  Effect  of  Amplification  on  Dichotic  Discrimination  Test 
Results  in  Individuals  with  Primarily  High  Frequency 
Sensorineural  Hearing  Loss 

PRINCIPAL  INVESTIGATOR(S):  Rauna  K.  Surr,  Daniel  M.  Schwartz 
ASSOCIATE  INVESTIGATOR(S):  H.  Gustav  Mueller,  Susan  Abernathy 


FACILITY:  WRAMC 


DEPT/SVC:  Dept,  of  Surgery/Otolaryngology  Service 


ACCUMULATIVE  MEDCASE 
COST: 


ACCUMULATIVE  SUPPLY 
COST: 


FY-83  MEDCASE:  CONTRACT  COST:  SUPPLY  COST: 


DATE  OF  COMMITTEE  APPROVAL 
OF  ANNUAL  PROGRESS  REPORT 

FEB  2  5  1983 


STUDY  OBJECTIVE:  The  purpose  was  to  study  the  effect  of  monaural  hearing 
aid  use  on  dichotic  listening  task  longitudinally  in  patients  with  pre¬ 
dominantly  high  frequency  sensorineural  hearing  loss. 

TECHNICAL  APPROACH:  Twenty  subjects  with  symmetrical  high-frequency 
sensorineural  hearing  loss  judged  to  be  good  hearing  aid  candidates  were 
divided  into  two  groups.  One  group  was  fitted  with  an  aid  for  the  right  ear 
and  the  other  for  the  left  ear.  Monotic  and  dichotic  syllable  discrimina¬ 
tion  tests  were  administered  prior  to  the  hearing  aid  use  and  then  after  one 
and  six  months  of  use.  These  data  then  would  permit  us  to  determine  if 
monaural  hearing  aid  use  leads  to  an  ear  advantage  (i.e.,  favoring  one  ear 
over  the  other  for  processing  speech  information)  as  has  been  suggested  by 
Jacobsen  (1979)  on  a  flat  hearing  loss  population. 


PROGRESS  DURING  FY-82:  All  data  have  been  collected  and  the  analysis  is  in 
progress.  A  paper  based  on  the  preliminary  analysis  of  these  data  was 
submitted  and  accepted  for  presentation  at  the  Annual  Convention  of  the 
American  Speech-Language-Hearing  Association,  November,  1982,  in  Toronto, 
Canada. 
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NUMBER  OF  SUBJECTS  STUDIED: 

FY-82:  10  TOTAL  (TO  DATE):  20  BEFORE  COMPLETION  OF  STUDY:  _ 20 


SERIOUS /UNEXPECTED  SIDE  EFFECTS  IN  SUBJECTS  PARTICIPATING  IN  PROJECT  (IF 
NONE  SO  STATE):  None 


CONCLUSIONS :  The  data  analysis  is  not  complete  enough  to  permit  conclusions 
at  this  date. 


PUBLICATIONS  OR  ABSTRACTS,  FY-82:  None 
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